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ANCURE® ENDOGRAFT® System

ESSENTIAL PRESCRIBING INFORMATION (EPI) and
GPERATOR’S INSTRUCTIONS FOR USE

Warning:  Read all instructions caretully. Failure to properly follow the
instructions, warnings, and precautions may lead o serious
surgical consequences or injury to the patient.

Caution: Federal Law (U.S.A) restricts this device to safe by or on the
order of a physician (or properly licensed practitioner) trained in
vascular interventional techniques and in the use of this device.
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1.  DEVICE DESCRIPTION

The Guidant ANCURE® ENDOGRAFT® System g‘\NCUBE System) consists of the ANCURE
ENDOGRAFT Vascular Graft (graft) and the ANCURE Delivery Catheter. The ANCURE System is
avaitable in tube, bifurcated, and aortoiliac configurations.

The ANCURE graftis a woven PET polyester vascular graft with atfachment systems affixed o

the ends. Each attachment system cansists of angled mefal atiachment hoaks and a self-

expanding cylindrical metal frame. The attachmen systems creafe an anastomosis between the

graft and the vessel wall, Radiopaque markers in the trunk and limbs assist with the visualiza-

tion under fluoroscopy. The attachment systems and radiopaque markers are made from metat-
:ic alloys. Sizing information is provided in Section 7.3. See Section 9 for labeled device
igures.

2. INDICATIONS

The ANCURE Tube System is indicated for the endovascular treatment of infrarenal abdominal
aortic aneurysms (AAA) in patients having:

e adequate iliacemaral access, i

« infratenal non-aneurysmal neck fength of at teast 15 mm and a diameter of no greater
than 26 mm, .

distat segment neck fength of 12 mm and diameter of no greater than 26 mm, and
morphology suitable for endovascular repair.

The ANCURE Bifurcated System is indicated for the endovascular ireatment of intrarenal
abdominal aorlic or aorto-iliac aneurysms in palients Raving:
 adequate iliac/lemoral access,
o |nfrarenal nan-aneurysmal neck length of at least 15 mm and a diameter of no greater
than 26 mm,
« distal segment lengths of at least 20 mm and diameters no greater than 13.4 mm, and
« morphology suitable for endovascular repair.

The ANCURE Aorailiac System is indicated for the endovascular lreatment of intrarenai
abdominal zortic or aorto-itiac aneurysms in patients whose anatomy does not atlow the use
of a tute or bifurcated device and having:
* adequate iliac/lemoral access, )
. tgrarena! non-aneurysmal neck length of at 1east 15 mm and a diameter of no greater
than 26 mm,
« one distal segment iength of a least 20 mm and diameters no greater than 13.4 mm,
and
« marphology suitable for endavascular repair.

3. CONTRAINDICATIONS
There are no identified contraindications for these devices.
4. WARNINGS AND PRECAUTIONS

GENERAL

. Read ali instructions carefuily. Failure to property follow the instructions, warnings, and
precautions may lead to serious surgical consequences or injury to the patient.

. The ANCURE System should only be used by physicians and teams who are rained in
vascular interventional technigues, and who have successfully completed the Guidant
Physician Training Program in the use of the ANCURE System. Specific training
expectations are described in Section 11.1.

. DO NOT use the ANCURE System in patients unable to undergo the necessary
greoperatijve and postoperative imaging and implantation studies as described in

ection 11.

. DO NOT use the ANCURE System in patients with a known sensitivity or allergy 0 the
device materials (PET polyester, silicane treated polyester sutures, platinumn, cobalt,
chromium, and nickel}.

. The feng-term performance of the graft has not been established. Patients should be
regularly monitored for perigraft flow and aneurysm growth.

. The satety and effectiveness of the ANCURE System has not been studied in pregnant
women or in persons under 21 years of age.

. The safety and effectiveness of the ANCURE Systern for the treatment of AAA has ot
been studied in patients with inflammatory aneurysms, in patients that have an active
systemic infection, in patients with impending aneurysm ruplure, in patients with a
ruptured or leaking aneurysm, in patients whose aneurysm etiology was other than
degenerative/atherosclerosis, in patients who have non-iatrogenic bleeding diatheses,
of in patients with infrarenal necks <15 mm in length.

. The satety and effectiveness of a stent within a graft has not been established.

. The safety and effectiveness of an access conduit, and secondary gralt placement within
the initiai graft has not been established.

. The salety and effectiveness of any user modifications of the graft have not been
established.

. The aortoiliac device should be used in patients whose anatomy does not altow the use
ol a tube or bifurcated device.

. Afler implantation of an aortoiliac graft, reduced blood flow through the single graft limb
may lead 10 Serious impairment of blood perfusion to the lower hait of the body. The
implanting physician must emphasize 10 the patient thal grait occlusion can have lile
threatening consequences. The patient should be counseled to seek medical attention
imrr;ediately if he/she experiences pain in both legs, or if both legs become pale and/or
cool.
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. Lack of biood flow in the aortoitiac graft may lead 1o thrombesis with serious perfusion

problems. To minimize the amount of time when there s litite or no outtiow of the
aortoiliac graft, cansider performing the femoro-femoral bypass prior ta insertion of the

aortoiliac system.

PATIEN
L]

T SELECTION, TREATMENT, AND FOLLOW-UP

Narrow, calcified, and/or tortuous vessels may make delivery catheter insetion, and/or
removal, and/or jacket fetraction, and/or endograft implaniation difficult.

Tortuous and narrow vessels may impede blood flow through the graft limbs.

The results of the clinical studies indicate that patients who experience an unsuccessful
endovascular repaic atiempt, and as a result undergo conversion to standard surgical
repair are likely to have increased complications arising from both procedures (i.e.,
arterial trauma, renal insufficiency, bleeding).

The results of the clinical studies indicate that women treated with the ANCURE System
are at an increased risk of conversion to standard surgical repair.

{ntervention or conversion to standard surgical repair following endovascular repaic
should be cansidered for patients experiencing an increase in the size of their AAA and/
or etndoleak. An incfease in aneurysm size, and/for endaleak may tead to aneurysm
rupture.

Use of the ANCURE System should be carefully evaluated in patients with a
contraindication {o standard surgery. ’ .
Always have a vascular surgery team available In the event that conversion to standard
surgical repaif is necessary.

The use of the ANCURE System requires administration of radiographic agenis. The
tesults of clinical studies indicated that patients with preexisting renal Insufficiency had

an increased risk of rena! failure postaperatively.

Proper use of the ANCURE System requires accurate fluorascopic imaging. The
ANCURE System is not recommended for patients whose weight exceeds 350 Ibs.
(150 kg) or whose weight may impede accurate flucroscopic imaging.

Factors including, but not limited to, severe angulation, circumferential calcification, or
thrombus, may cause or contribute to inadequate fixation or hemastatic seal of the graft.
The results of the clinical studies indicate that subjects experiencing reduced blood flow
through the graft limbs may be required 1o undergo secandary interventions or minor
surgical procedures o restore limb patency.

All patients should be monitared closely and checked periodically for increase in the
size of their AAA or occlusion of blood vessels. Patients who experience perigraft flow
should undergo imaging studies mote frequently.

Systemic anticoagulation must be achieved once the arterial vasculature has been
accessed. If hepatin is contraindicated, an alternative anticoagulant must be used.

STORAGE AND HANDLING

The ANCURE System is intended for single use only. DO NOT reuse. Use the catheter
prior to the "Use Before™ date specified on the package.

Never attempt to re-steritize the ANCURE System. Re-slerlization may adversely affect
the proper mechanical function of the syslem and could result in patient injury and/for
conversion to a standard surgicat repair.

Always inspect the ANGURE Systern and packaging to verily that no damage has
occusred as a result of shipping and that the sterile batrier has not been compramised.
if damage occurs, return the ANCURE System to Guidant.

MRI SAFETY

Although the graft is MRI safe up fa 1.5 Tesla slatic magnetic field at 540 G/cm field
?f?ddlent, it may cause minimat arifacts in MR! scans due 1o distortion of the magnetic
eld.

{MPLANT PROCEDURE

The access site (left or right) must be pre-determined for the variable (imt length graft
Always use the side with the longest iliac attachment site as the access site to ensure
proper arder of deployment for the long and short limbs of the graft. Failure to observe
this precaution may lead to improper sizing of the gratt, possibly resulting in the need
for-additional medical intervention, including a conversion to standard surgical repair.
Oifficulties with delivery catheter removal may be encountered more frequently in
patients that require grafls with variable limb lengths.

Always use fluoroscopy for guidance and abservation of the ANCURE System within the
vasculature.

ANCURE Syster implantation should be performed in an operating room or simitar
sterile environment with appropriate parsonnel, and fluoroscopic imaging equipment.
Systemic anticoagulation must be achieved once the arterial vasculature has been
accessed. It heparin is contraindicated, an alternative anticoaguiant must be used.

DO NOT use excessive orce to advance or withdraw the delivery catheter when
Tesistance is encountered, as this may damage the vessel or catheter.

Exercise particutar care in areas of stenosis, intravascular thrombasis, o in calcified o
fortuous vessels to avoid vesse! injury.

DO NOT depioy the gratt in a focation that may occlude arteries necessary to supply
blood flow lo organs or extremities (.g., a single, patent internal iliac or mesenteric
artery); perfusion through at least onie internal iliac artery should be maintained.

Alter jacket retraction, the hooks on the superior attachment system and the superior
capsule edge are expesed. The attachment system frame is not deployed. At this point
care must be exercised while advancing or retracting the delivery catheter to avoid
arterial trauma.

Atter deployment of the superior attachment system hooks, the graft can oaly be
removed in an open surgical procedure.

DO NOT rotate, advance, ar refract the catheter while the aotic balloon is inflated. DO
NOT over-inflale the aortic or iliac balloons.

DO NOT continue 1o pull the balioon grip if resistance is felt and the inferior (TUBE) /
ipsilaterat (BIFURCATED / AORTOILIAC) attachment system has not been deployed.
This may prevent deployment of the inferiof/ipsilateral attachment system.
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. {nflating/defiating the aortic balioan is similar to placing/removing a cross clamp. The
patient may experience a significant change in arterial pressure. '

. Inadequate anchoring of the graft may result in increased risk of perigraft flow or
migration.

5. ADVERSE EVENTS

5.1. Observed Adverse Evenis

Alotal of 653 patiepts were enrolled in the EGS clinical study (153 tube, 268 bifurcated, 121
aortoiliac, and 111 contral), and a total of 349 patients were enrolled in the ANCURE clinical
study (44 tube and 305 bifurcated). Bath trials provide the basis for the observed event rates.
Adverse event data are summarized in Tables 1and 2.

{n the EGS clinical study, the operative mortality rate was less than five percent in all treatment
groups (0.0% tube, 2.6% bilurcated, 4.2% aorloiliac and 2.7% control subjects). For the
biturcated subjects, five of the seven deaths occurred early in the investigatars’ experience and
two of the deaths occurred in subjects who required an intraoperative conversion. One bifur-
cated subject died of myocardial infarction following a second unvelated surgery for cancer.
There were no deaths among the tube subjects. In the aortoiliac studies, five operative deaths
occurred. One subject expired Intraoperatively, three patients expired prior lo discharge (one
had been converted 1o standard AAA repair) and one patient expired atter hospital discharge.
Three control patients died in the operative period. -

n the ANCURE clinical study, the operative mortality rate was 1.0%. Three ANCURE bifurcated
subjects expired in the early postoperative period. Ona of these thiee patients died from a myo-
cardial infarction on post-operalive day two. Another, who required an intraoperative conver-
sion, died from cardiovascular coltapse on the sixth postoperative day. The third, who required
an intraoperative conversion, died from multisystem organ failure on the sixth postopesative
day. There were no operative deaths among the ANCURE tube subjects.

Tahle 1. Adverse Events < 30 days (Listed Alphahetically)
' Biturcated B{arcated Aartolliac

vt Tube ANCURE
% (wN)|%

Jealns — Operalive

(ther Adverse Events

Aterial Trauma®_ [68% _ BA4)[102% B1/305)]72% (11/153)[160% (432687 [93% (11118)]0.0% (0/111)
Bleeding 68%  (BA4]207% By09[85% (13/153)[15.7% (42/268) 115.3% (1%118){39.6% (44/111)
Bowel 23%  (14403% (1/305){52% (8153)[3.0% (8/268){59% (7/118)]&1% 19113
Cardiac 5%  @Aj6E% Qoa05)[105% (16/153)]13.4% @6/268) |22.0% (26/118)]20.7% Ry/111)
Coaqul 23%  (1AQ10%  (09}07%  (1A53[30% (@268} {1.7%  (2118)]45%  (5111)
Conversions*/  [68%  (3/44)[52% (16/3)5)‘7.8% (12/153)|9.7% (26/268} [58%  (1/121)[N/A

Cases Aborled

Deep Vein 00%  (04407% (2/305)‘0.7% 153)11% @268 [1.7%  (2118)09% {1111}
Thrombosis

Embalism—Lower [45%  2AM4)[52% (&305{38% (6153)[30% (268 |1.7% (2/115)‘0.9% (1/111),
Extremity ischemia

45%  2A4){49% (15305)[105% (16/153){93% 25/268)|85% (10M118)[1.8%  (2111)
Impotence 00% _ (M4)[00%  (@205)[00%  @153]]00% (/268 [0.0%  (/118)1.8% (111)
Paraplegia/ 00% (OA4J00% (305)[00% (0153)[04% (1/268)j0.8% (1/118){00% (W111)
Paraparesis
Perigralt Flows.?, [17.1%  (7/41){27 3% (78/286)|44.4% {60/135)}48.4%{106/219}{51 8% (S&/11Z}|N/A
Discharge

Prosthetic 00%  (0/44)§33% (1/305)[0.0% (0N53)[26% (/268 {1.7% (2/118)]00% {¥/11)
Thrombosis

Reduced Limb  [N/A 37.2% (108/290}] N/A 31.8% (77/242) [28.3% (3M113)jN/A

Flows.?

Renal Insufficiency |2.3%  (1/49)130%  (9305)|33% (5/153102% (22/268) [68% (W11G1118% (/i3]

Respiralary 00% _ OA4]10% (¥305)[72% (117153){10.1% (27/266]{11.9% (14118)[22.5% R5/111}
Stroke 00% _ (©/44[10% (y05)|00%  (153)|07% _ {2/266){08% ~ (/IBj0S% (V1)
TIA 23% _ (144]03%  (UB07%  (1N53407%  (/268)[08%  (1/118)0.0% (@113}
Wound 00%  (0A4[66% Qu05)|52%  (8153{34%  (/268) [7.6% (¥116)18% (2/111)

1. Ot the total 121 aortoiliac subjects, three discantinued their participation at discharge and were afive af thal time.
These subjects are included in the analysis only through surgical implaniakion.

94 of the Contral sujects received tube grafts and 17 bifurcated geatts.

One bifurcated EGS arterial frauma resulted tn limb amputation,

Thres ortoiliac subjects had their reatment abandoned without conversion to ogen (epait.

For EGS patients, Perigraft Flow was evaluated by an independent core taboratary. For Ancure palients, Perigralt Flow
was evaluated by the investigalors.

Qne Ancure patient with reduced {imb flow underwent amprelaticn of a 5th toe.
1. The analyses included only implanied patienis. .

Ll A

=

Table 2. Adverse Event Rates al 12 monihs? (Listed Alphabetically)

Tutie Bifurcated Tuha Biturcated | Aartalifac Caatrol?
Event Ancura (%) | Ancute (%) | EGS (%) EGS (%} EGS (%]} {%)
Dealhs 2.4% 82% 6.0% 1% - 1.9% S4%
Other Adverse Events
Arterial Trauma 9.2% 10.2% 12% 16.1% 10.2% 10%
Bleeding A% 21.0% 85% 15.7% 16.1% 38.6%
Bowel 41% 14% $8% 30% £.8% 11.0%
Cargiac 120% 125% 16.5% 2.3% B.1% 246%
Graft Migration® 00% 0.0% 0% 04% 0.0% NA
Perigraft Flows 88% %6.1% 2.0% 31.3% B.0% N/A
Renal (nsufficiency 7.1% 0% . AT% 10.5% 85% 18%
Respiratory 25% 45% 9.9% 16.3% 19.5% 243%
Wound 00% 6.9% 59% 38% 93% 1.9%

1. Eventyales are cumulalive and are based on Kaplan Meier melhodology

2. 94 ol the Control subjects received tube grats and 17 received tifurcated grafts.

3. These evenis were assessed at discrete ime poinls (discharge, 6 mos., 12 mos.) therelore Kaptan Meier estimates of
the rates were not perlormed. For EGS patients, Perigratt Flow was evaluated by an independent core laboratory. For
Ancure patients, Perigrafl Flow was evaluated by the investigators.
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5.2. Potential Adverse Events

The following adverse evenis (in alphabetical order) may be associated with endovascular AAA
tepair:

Takle 3. Potential Adverse Evenls

Acule myocardial intarction Hemaioma
Ampuiation Hypotension/Hyperension
Anastomotic false aneurysm impolence
Aneutysm fuplute infection
Arrhythrias {nfection and paio at insertion site
Arterial trauma/dissection Lymphatic complications
Attachment sysiem fractures Parapiegiaparaparesis
- | Bleeding, sequiring Yransiusion Perforation
Bowe! Ischemiafbowel obstruction/adynamic ileus Perigrall flow
Claudication Prosthesis extrusion/erosion
Coagulopathy Prosthetic infection
Congestive hearl Qailure Puimonary embalism
Conversion lo standard AAA suigery fleduced Kmb flow
Death Renal insutficiencyfailure
Deep vein thombosis Resplratoty failure/aleleclasis/preumonia
Drug rexctians ta antiplatelet agents/ medium Spasm
Emboli, distal {2ir, tissue or thrambotic embali) Stroke/cereravascutar eveal
femorolemoral thrombosis Theombosisfocclusion of graft
Fistuta (aoroenteric, 20riocaval) TA
Gralt dilatation Wound dehiscence -
Geaft migration

6. CLINICAL SUMMARY

Two cliriical studies were conducted. In the first study, referred to as the EGS clinical study, a
total of 20 centers participated in the Tube EGS protocol, 18 centers in the Bifurcated EGS pro-
tocol, and 15 in the Aortoiliac EGS protocol. Al used a first generation delivery catheter. This
prospective, multi-center, non-randamized clinical study compared patients treated with the
tube, bifurcaled, and aorolliac EGS Systemis to a concurrent control group.

The second clinical study, referred to as the ANCURE clinical study, was conducted at 21 inves-
tigational sites, using a second generation defivery catheter. This prospective, multi-center,
non-randomized clinical study compared patients treated with the tube and bifurcated ANCURE .
Systems to the EGS System.

Vascular surgeans as well as an interventional radictogist served as principal investigatars in
the clinica! studies. When the procedure was perlormed by the interventional radiologist, a
vascular surgeon performed the cutdown and closure and was available during the procedure
in the event that conversion to standard surgical repair was necessary.

6.1. Patients Studied
Table 4. Demagraphics

Variatle Tuhe Bifurcated Tube Bifurcated Aartalllac

ANCURE ANCURE EGS EGS EGS Cantral
(H=44) {N=385) (N=153} (N=268) (N=121) (N=1113

n % % %i{n %l x %] a %

Male B B18%)]284 (@46 131 (56%) {240 BI6%)| 112 (RE%)| & (766%)

Age(yrs)Mean =50 729288 T28+78 3871 RI1+17 732471 N670

flace (Caucasian) {43 (97.7%)[ 295 (97.0%) 1S (94.8%)| 254 (34.8%)| 113 (4%} 108 (37.3%)

CAQ 2 (50.0%)[160 (525%)) 85 (556%)| 165 (B16%)| T8 (653%)] 68 (61.3%)
M 1% (B4%)] B B12%)| 45 294%)1105 (382%)] 56 (463%)) 4 (8I%)
Arythmia® 22 (523%){155 {508%)] 40 (@61%)] &8 (32%)] & QTE%} 21 (189%)
Walvular Heart 6 (136%)] 40 (131%)] 2 (131%) o g1s%)] W @e%)| 10 (90%)
Disease

CHE 4 @1l A E5%)] 18 (Ma%l[ B Q%) 21 (74%)| 8 72%)
Steoke S (1A% 16 (53%)] M (157%)| M (127%)] 11 (@I%)] 3 (11.7%]
Hyperiension 35 (796%)[196 (43%)| 91 (595%){ 166 {(61.9%)[ 76 (628%)] 19 (11.2%)
PAQD 3 (68%)| 2 (2%)| 6 (105%)] 37 (138%)| 3 (256%)i 12 (108%)
C0P0 7 (59%) N @3a%)| 48 i)l 77 @8rw)| 4 B97%)] B {29.7%)
Smoking L (%3] 2%53  (830%) 117 (765%) )17 (81.0%)1 109 {90.8%) | 100 (90.1%)
Oiabetes 5 (136%)] 2 (0s5%){ 18 (18%)] 2 (3%} 15 (124%)[ 1T (9.9%)
Anesthesia Risk

f 0 0% v E3%] o ©o¥)| 1 4%} 0 0%} 1 (08%
1t 5 (114%)| 26 (85%)| 27 (179%}| 36 (135%)] 16 (132%)] 14 (126%)
m U (13%) |7 (2% {103 (82%)| 175 (65B%){ B (FLi%)} 79 (112%)
] 5 (114%)] 61 00%)| 21 (139%)| S (03%}] 19 {I57%){ 17 (153%)}

1. 84 of the Contral subjects received tube gratts and 17 received bifurcated grafts.
2. Onesubject is missing gender data. One subject s missing race data.
3. Two aorioiliac subjects are missing anhythmia data.
4. One aortoifiac subject is missing smoking data.
Table 5. Aneurysm Diameter Distribution
Tube Bilorcated Biturcated Acrtaillas
Olameter Range | ANCURE ANCURE Tutie €GS EGS £GS Contral
(H=44] (N=305) (N=153) {H=268) (N=121} (N=111)t
L} %| = % & %| n %( ® %l a %
<30 mm 1T 3% 1 03%) 0 0% 0 (@0%] 0 (0%} 0 (0.0%)
Wmm-mm | 1 (3% 5 (6% 8 03%)| 7 @64 2 (17%) 2 Q0%
Waom-0mm | 16 (372%)] 87 (85%) 60 @E49%)] 15 (282%)| 24 (198%) 28 (27.5%)
T Wmm=-50mm | 18 (A19%)] 149 (09%)| 65 (428%)| 116 (436%)| 50 (413%) 42 {412%)
& mm — 63 mm 7 @3%)| 8 (157%)] 13 (66%)] M (165%) 29 40%)] 21 (206%)
WWma-7mm | 2 (@1%)| B @6%)| 5 @3%)| 19 (1% 18 {(124%) 6 (9%
B0 mm — 83 mm 1 23%)} 5 {16% 1 0.7%)]] § (9% 1 (8% 3 (28%
2% mm 0 (Q0%)| 2 @/% 0 00%)] ¢ @o%] 0 Q0% 0 {00%

1. 940l the Control subjects received ube gralts and 17 received hifurcated grafts.
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6.2. Summary of the EGS® Clinical Study

Purpase: This clinical study compared the rates of (proportions of patients with) major com-
plications for patients treated with the tube, bifurcated, and acrtoiliac EGS Systems la the stan-
dard surgical treatment for AAA, Primary outcome measures were: 1) the rate of complica-

}1’ ons; 22) the Iﬁnqth of hospital stay; and 3) the rate of aneurysm enfargement and rupture in the
irst 12 months.

Study Design: This prospective, multi-center, non-randomized clinical study compared
patients treated with the tube, bifurcated, and aortoiliac EGS Systems to 2 concurrent cortrol
group. All patients had a grade | (tube) o Il (bifurcated and aortoiliac) infrarenal AAA and were
candidates for surgical treatment of AAA. The concurrent control group included patients
whose vascular anatomy may not have been suitable for endovascular AAA repair based on
arterial access size and proximal and distal neck lengths. Patients were followed af 6 weeks,
6 months, and 12 months from surgery. Aneurysm diameter changes and gralt patency were
evaluated by care laboratory assessment of contrast enhanced CT scans, a dominal ultra-
fmlmds_, arsg x-rays. The siudy enrolled 153 tube, 268 bifurcated, 121 aortoiliac, and 111 con-
rol patients. :

" Table 6. Principal Safety and Effectiveness Results for EGS

(Comparison Measures)
Qutcame Treatmeat - “ EBS—Cgu(m.l.“
Msasura Group M) Ditference {35% Cll
‘Tuhe 0% 053 Za% (14, 200
Operalive Mortality Bifurcated 26% (17268) L1% 183 48]
(<30 days) Aortoiliac £ 2% g 15%  |-57,122]
Tontrol 2% GAT) =
Tobe 6% BHIS) FA5%Y LR, 3]
Major Complications ? Turcaed B O 5% Y (261, 4]
(SN days) [Roriotiac? To6%  @AE) Te% (240
Tontol A% Ay =
Tube ER L) F05% (105, 509
[Biturcated Bi%  (0U%] E70%% (660, 48]
Need | : -
eed for LU Sy () Foiac B9 @) 577% TR, 56
Caral 3% (0408] -
Tube 0% o753) 00% 166 34
N BiuIcad 76% 77259) 76% 124, 73]
B 7% &) 7% L35 98]
Control 0.0% onn) -
Median N)
Tube 2 1152 20 140, -30)
[Bifwicated 3 ©63) 305 (49, -40]
Hospltal Stay (0 2,
piaf Stay (Gays) Borianiac? 3 K] 30 8020
Control 3 {18 =
Tobe pZI i 307 (00, 00]
‘ Fiurcated 20 ] 30780, 0]
IcuS "
3t (hours) AoroiiEG T 240 { 50 (122, 0]
Tonbol A T =
'T_ube 553 %) 7550, 100)
, ! Siurcaied 300 %) 3707 (2D, 190)
0
peralve T (min) Foroliac? 2400 i78) 770 1620, 2]
Control %70 T =
Tube 0 5] L ]
. [Bifuscated 300 (268 5005 [-550, -350)
Operative B
pecalive Blood Loss (@) 1oy 0 {8) a0 1500, 300)
Controi 800 (i —

1. Confidence intervals for differences in p es were calcutated by the exact (binomial) method; confidence infer-
vals lor difierences in medians center on the Hodges-Lehmann estimalor.

2 Ot the lotal 121 aortoifiac sublects, theee discontinued their participation @l discharge and were alive & that lime.
These subjects are included in the analysis only through surgical implantation.

3. Major Gomplications = significant respisatory, cardiac, bleeding, bowel, wound, renal, arleriat frauma, neurological
and ischemic complications, and death.

4, ICU Stay dusation includes only subjects who went o the ICU.
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Tatle 7. Principal Safety and Etfectiveness Results for EGS al 12 months

(Other Measures)
Outcame Measers Treatment Group N % {95%Ci}
e 7] 78% {17, 34]
Intraop Conversions * Bituwrcled 267268 §7% 164,74
’ Rodoiliac? il 58% [24,118]
Tibe 7 0.7% 102, 39]
Poslop Conversians Bifurcated 21535 09% {0.1, 3.0]
{Aariofliac [';iE 0.0% {0,003]
Tube Wil 00% 10, 191
Ansurysm Rupture %mc&d 0242 00% 101, 3.0]
{Rortofiac Wil3 00% 10.0.03]
Tube NA WA
Reduced Limb Flow? hﬁu«ated B[RE BA% (32, 6]
{Rortoilizc 3 H.1% 1216, 3835
Tube 607135 444% 36, 53]
Pecigratt Flow, Discharge Biturcated 106/219 84% 2, 55]
{Aarlofliac “SEA1Z STE% (6526101
1Tuna 26104 0% (17, 34]
Perigrat Flow Bifurcated HNA 31.3% (23, 40
Aoftolliac BAN B 1238, 422]
! Tube &i03 58% (22, 121
(s Aaeutysn S Biurcaied EjEL 22% 105 64]
" Aotioiliac [E) % :ozao;
! Tube #AG 7% 133, 53
et tysm iz iwcated A % 18,5
Aortotiac %58 6% [37.1,%8 |
Tube LK 07% 100, 3.9)
Gral Migration Bilurcaled 117242 04% 10, 23)
[Aortoiliac Wit3 00% 10,0.03]

1. Inkaop Conversions = acoess dailure of faiture to deploy. Protocol required these subjects to undergo standard
. MAAepain .
2. Thene were four aodtailiac intcaoperati ions and In three patients, the impiant procedure was abandoned.
3. Reduced Limb Fiow = intracperative or postoperative inlervention duing the first 12 mos, to treat reduced
limb palency.

Tabte 8. Claudication Camplications Versus Site of Distal Attachment and
Contralateral Occlusian for Aartoiliac Subjects at < 38 days'

Leg Buttock/Thigh|
Canfiguratian N=110 | Claudication { Claudication
L % L} %
{anding 20ne in common, contea occlusion in common; fem{ 54 0 0% 1 19%
fers; bath internal Kiac artecies temain palent.
tanding 20ne {n comman, canira. acclusion in external and 13 o 0% 1 %
internal, fem-fem; the ipsilateral inlerna! iliac artery remains
palent.
Landing zune in exernal, contra. occiusion in common, fem- xr 0 0% 7T 219%
fen; the contraiateral intatnal iliac arlery remains patent.
Landing zone in exernal, contra. acclusion in externat and 6 0 0% 0 0%
internal, fem-lem.
Any landing zone, preexisting contra. occlusion 5 0 0% 0 0%

1. 113 patients successiuily implanied; missing dala tor three subjects.

6.3. Summary of the ANCURE® Clinical Study

Purpose: The ANCURE and £GS Systems are different defivery systems that deploy the same
tube and biturcated grafts. The purpose of this clinical study was 10 evaluate the safety and effi-
cacy of the ANCURE delivery system in comparison to the EGS delivery system.

Study Deslgn: This prospective, multi-center clinical study compared patients {reated wilh
the ANCURE Tube and Bifurcated Systems to patients previously treated in the clinical study of
the EGS System. All patients had a grade | {tube} or !l (bilurcated) infrarenal AAA and were
candidates for surgical treatment of AAA. Patienis were followed at scheduled intervals from
surgery up to 12 months. Efficacy was evaluated using contrast enhanced CT scans, abdomi-
nal ultrasounds, and x-rays. Salety was assessed by physical exams. The study enrolled 44
tube and 305 biturcated patients.



Tatle 9. Comparison of ANCURE and EGS Syslems

ANCURE €6s EGS-ANCURE *
Outcame Measure % (N} % (wN) |Dittersnce {35% Ci)
Qperalive Morality Tube 00% (M) | 00% @As3) | 0% [129.43)
(< 30 days) Bifurcated 0% RRG, 25% (7/268) | 16% F15,55]
Wiajor Complicalions ? Tobe W% @R4 | 95% B3 | DA% 143, 125
(530 days) Bilurcated BI% GAO0) | BI% (iP6E) | 0i% 176741
Tibe Bi% Al | B5% G457 |15% (64, 28]
Need lor (GU Stay (%) Bikucaled A% BUPd | BRI | 03% 25, 18]
Thronbosis/0cdusion Tabe 0% @) | 00% OA5) | 0% [29.43]
{30 days) Bilincaled 33% (107305, 26% (R | 00% (47,32)
a0 Commraore Tabe SE% A | 1A% (12A%) | 0% 2. 114]
nicaop Lonversians  Biltutcaed 19% (5R0) | 97% (%/268) | 48% [02,105)
PSR e To% ) ] 07% OAA) | 17% [163,44]
osiap Lonwefsions Bilurcaled 03% (R®] | 05% (/28] | 05% 120301
e T0% @) | 00% @4 | 00% 37,48
neuysm Rugure Silurcated 00% Q2%) | 00% (7@ | 00% [22.23]
Tieduced Uit Fiowt Tobe TR WA WA
(< 12 maonths} Bifurcated BIRZVR0 | BA% 6] [40% FZA.44]
Tube Ti% U | A% BaE |2 4% 105,27 ]
Pergratt Flowe, Dischatge. gy caig 5% REG | BAR (OGS | 2T 1% N7 295 |
- Tube TI% WH) | 5% Ooi0h | 62% 18,317
Patigrat lowt, 12 ma Bilweaed %1% B9 | L 8 | 5% 146,148]
increased Aneurysm Size! Tube 16.1%  {5831) SB% (6103) [-103% [-R35,4.3)
{5 mm), 12 mo Hifurcated 60% (12201) | 22% BA3A) | 37% [9826]
Decieased AneutysmSize®  Tube W% (23 | O7% @YI03) | 40% 1163, 248]
(> 5 mm}, 12 mo Bfurcated ST2%(10Y200) | 47B% E4134) [-35% [H148,7.7)
PR Toe 50% @A) | 07% A4} | 0% (108.63)
v Bifurcated M ET% @RR) | A% (2€) | 04% [0412)
Medlan {N} [Mediaa {N)
,A Tobe 2 () 2 (%) 0 {0}
lospit! Stzy {days) Biluccated 7 hR) TR o 10.4]
Tube O WA
10U Sty hours) T Biurcated R N T R R TR
——— Tt WiE @) | a5 (69 | W (L%
Dperafve Time (min) Bilurcated a0 (05 | 3300 (®0) | 52 152 4]
- T PSS 005 | 5 1IW.25]
Dperative Blood Loss () gy g T BR[| W0 06 | 1001150, 50

1. Confidence intervals on percentages used exact binomlal methods when required by small numbers of events; confi-
dence Intervals for ditferences in medians center on the Hodges-lehmann estimalor, which may difler from the
observed diffarences betweea medians.

2. Major Compiicalions = significant respiratory, cardiac, bleeding, bowel, wound, renal, arterial trauma, neuralogical
and ischemic complications, and death.

3 manp Conversians = actess faflure of tailure to deploy. £GS prolocols required these subjects 1o undergo standard

Jepait.

4. Intracperative o postoperative intervention during the ficst 12 mos. to ireal reduced fimb patency.

5. Perigraft Flowand A ym Size were evaluated by an indep core laboratory for EGS subjects; for Ancure sub-
Jedis, they were evalualed by the lnvestigators.

6. For EGS subjects, graft migration was evalualed by the core fabaratory and adjudicated by Guidant. For Ancure sub-
jecls, it was evalualed by the investigators.

7. ICU Stay duration incluges only subjects who went (o the (CU.

6.4. Conversions for ANCURE® and EGS® Systems
Table 10. Conversion tg Standard Surgical Repalr

Tude ANCURE | Bllurcaled ANGURE Tuhe €GE Bltuccated EGS Aortolllac EGS
Reasoa tat € G C ¢

Canverion (N=44] {N=305) (Ha153) (N=283) (N=121)
% [ES%COle % (I5%COlR % (95% Cﬂr % (95K Cla % qa5%CN!

Tatat CoaverslonCases 3 A% M. 1A7I[165.29% (.0, 841[127.0% 4.5, 13.3]j26 9.T% 6.4, 1!.;]‘1 5.0% 2.9, 11.6]
abqtied < 3 days

Failure to Access 2 4.5% (0.6, 15.5]1 0.3% (0.0,1.8]]8 5.2% [23,101{11 41% [21,72]}4 3.3% [1.4,8.3]
Failure to Accuralely 12.3%{0.1,12.0]144.6% [25,76][4 26% {0.7,66][15 56% [32.91][2 1.7% (0.5,5.8]

Place (Total)
Arterial Trauma 0 0.0% 100,80110 0.0% (00,1211 06% 10,3514 15% 104, 380 0.0% {0.0.3.0)

Fallureto Retrad {0 0.0% 10.0,80]{7 2.3% 0.9, 4.7)[0 0.0% 10,1.9]{000% [0, .1]}0 0.0% (00,30
Jacket

Imprapes Graft 123% 01,2012 0.7% [0.1,24]]320% [0.4,56}[1 04% [0, 2.1]}0 0.0% {0.0,3.0}
Position

Peigrall Flow 000% {6.0,20]

Reduced Limb Flow ™ {0 0.0% 10.0,8.0]

Twist

Unable to Remove

Delivery Catheter
Change in anatomy 0 0.0% (0.0,80|1 0.3% (00,18){000% [0,1.91]000% 10.1.1]{1 08% 102,45

Tatal Carvatsicn 1 23%[0.1,128]0 £.0% [04,1.2][1 8.6% {3, 36][2 L% W0.1,272 1.7% 18.55.0)
> 30 days (LATE]

Perigraft Flow and 000% (0.0,80][00.0% [0.01.2]{106% [0,35][207% [0.1,2.7}]1 0.8% 10.0,435]

000% [0.0,12)]000% J0,1.8]§20.7% [01, 2710 00% 100,20]
20.7% (0.1,2.4]10 00% 10,1.9]{000% {0,1.1]{00.0% {0.0,3.0]
31.0% 02,2910 00% [0,1.9]]3 1.1% (02,3210 0.0% {0.0,30]
90.0% [0.0,80]]00.0% 10.0,12]{00.0% [0, 1.9/ {5 1.9% 0.6,43]]2 1.7% {05,5.8)

Aneurysm Enlargement
improper Graft Position |1 2.3%{0.1, 12.0] [0 0.0% (0.0, 1.2]] }T) 00% (0,1.1]]000% {0,1.1]0 0.0% [0.0,3.0)
Reduced Limb Flow WA 000%[00.121] NA 000% {0,7.1]{1 0:8% {00, 45]
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6.5. Perigraft Flow for EGS Graft
Table 11. Perigraff Flow for EGS Subjects Over Time?

Discharge 6 Maniks 12 Mantks ]
MR % {3S%Cl AN % {8SNCI  eN % 195%CH
Tube
Niachment Sie Flow | 1571351 Ti.1% (64, 1701 | W123] 73% 134, 1341] VWA 33% 113, 961
Branch Flow EAH| 267% (194, 35] | JAB| 171% {08, 243] AAW]| 19.2% {22, 261
[ Grail Permeabiliy Wiss] 00% i0, 22) W23 6.0% 100, 24) | UA| 0% (0, 28)
[Sdince Unknown VIN] 67% (31, 123} 1 V13| 08% (00 44) | V03] 19% (02 68]
Iailun:ated
[ Rischment SAetiow | T1218] 50% 126, 88] | WA®] 72% 14, i8] | V18] 23% 05 671
Branch Flow 7RI 356% 1294, 42.41| WG| 256% 119.7, 324] ANB| 266% [19.2 351
| Grall Permeabily | 0219] 00% 10, 141 W35 " 00% 10, 151 WA28] 00% 10, 23)
Saurce Unknown TTRT8] 78% 146,121 | ToA%| 76% {44, 124]]  F128] 23% |05 67
Discharge 5 Masths 12 Manths
W % (95% Y wN % [95%CI]  wN % [95%CU
Aartaillac
AathmentSie Flow | BT12] 7.1% (24,1191 | &B8] 68% 25,144 | W00] 40% [02.78]
| Branch Flaw B2} 3% [2.7,398]] 2308 %6.1% [17.3.366] 197001 180% (113,267
[ Tontraraterd G20 71% 48] OB 4% 56,199 7 70% 20,1201
Ocelusion Site Flow -
[“Source Unkiiown T2 ™63% (18,707] | ¥O8| 34% (07,96 | V00| 30% {0.0,63)
24 Muonths 36 Months 48 Manifis
U % N % W %
Aartalilac
Kitachimen! Site Flow W 15% W 00% 2] 00%
Branch Flow BET| %69% — 63T} 162% I %50%
Coniralater W[ 30% W3 00% W2l 00%
Occiusion Site Flow
Source Unknown 7l 45% 37| 54% 2] 00%
1. Includes implanted subjects efigible for follow-up at each time period.
6.6. Aneurysm Size Change for EGS® Graft
Table 12. Change in Aneurysm Diameler!
Tube EGS(N«103) 12| EGS(N=134) o¢ Aortalllac EGS {N«88) Discharga to
months 12 months 12 manlks
Maan Maas Maaa
% 195% C1]| Change | » {% {35% Ci] Chaags | = % 185% C1l{ Changs
{mm) {wm) {(am}
increase 6 158% [22,122)[+785 J3 [22% 0S5, 64[]+710 |4 [41%  102.80] +6.7
{+ 25 mm)
NoChange  [S3]515% (414, 514]-015 672 |500% (412, 58.81]-0S5 |48 |[490% [%7.580] 14
{* <5 mm)
Decrease 44142.7% (33, 528)f- 1022 J64 {47.8% (30,1, 56.6]|- 1004 |46 |46.9% [37.1,568] -11.3
{- 25 mm}
Aartoliiac Discherge io 24 months;  Aortoltiac Discharge to 36 months | Aortaitiac Dischatge to 48 souths
[LE (M=36) (Hat1)
Mear Mean Maza
% Change | » |o Change | n {% Chaags
(ma} (me)] ()
Increase 2 1% +158 |2 [56% +178 [1 [91% +66
{+ 25 mm)
NoChange |22 [338% -15 2 |8a% -205 |2 [182% 26
{+ <5 mm)
Decrease Ale1% -141 |2 f611% -163 18 (7% 163
(- 28 mm)

1.
2

Includes implanted subjects who have follow-up data at each fime period.
One subjec! experienced a decrease trom discharge to six months, and an increase from six moaths to 12 moaths.



6.7. Perigraft Flow Stalus versus Aneurysm Size Change for EGS®
Graft

Tabie 13. Aneurysm Diameter by Perigraft Flow Status

Aneurysm Diamatac Change
Perigratt Flaw States Dacreass (25 mm} Na Chaags (£ <5 mm) lacrease (25 mm)
N % [95%Ci1} N % {95%Cl | N % {9s%Cl}

Tube EGS at 12 maaths

No Perigratt Flow 40/76 | 82.6% 1408, 64211 33/76 | £3.4% 321, 5531 ] ¥76 | 4.0% {0.8, 11.1)

Perigrat Flow 426 {154% (44, 349} | 19026 1731% (522 884]] 326 |118% 124 302
Bifurcated EGS at 12 months

No Perigrait Fiow 47/85 1553% 1441, 66.1]) 3785 | 435% (328, 5471 1/85 | 1.2% (0. 64]

Perigratt Flow 13/40 | 325% [186 49.1]} 26/40 162.5% (458 77.3]| 240 | 50% (06 169
{Parigratt Flow Status Decrease (25 mm) Xa Change {2 <5 mm) {ncraase (25 qm)

N % {95%C! N % [95% Tl N % [95% Cty

Aatlolitac EGS at 12 manths

No Pesignait Flow 33/62 {53.2% [40.8, 65.6] ] 2962 {468% 1344.592]] 0/62 | 00% 10.0,0085)

Perigralt Flow 12733 | 364% {200,52.8]) 1733 |515% [(245,686) | 433 |121% 11.0,233]

Incraass (25

|Parlgratt Flow Status .Illl‘ecrea: {5 mm) :I;;‘chanq;(x <S mm) .”:!mas;(z mm)
Aortolllac EGS at 24 maonths

No Pesigralt Flow 2037 [B4% 37 |21.6% o3 | 00%

Perigratt Flow 23 {B1% 12/23 §522% 22 | B1%

Aortolllac EGS at 36 manths

No Perigraft Flow 17722 | 17 3% 2 | 2.71% W2 § 00%

Perigrafi Flow 28 | 250% 48 |500% 28 {50%

6.8. Reduced Limb Flow for ANCURE® Bifurcaled, Bifurcated
EGS®, and Aortoiliac EGS® Grafts

Table 14. Types of interventions to Optimize Biturcated
and Aacrtoiliac Graft Limh Flow

ttracperatlve Postaperative* Tutat
N *% 195% Cl) N % {95% Ci N % [95% Cil
Bilurcatad EGS
Slent ! 240 140% (9.9, 19.1}] 19242 78% [48 12} 23R4 218% {169, 27.6]
PTA only 8242 115% [1.8, 163} 4242 00% [0, 12} 28R42 116% (78, 163]
Surgical 2 Y42 2% {07, 48] 4242 16% 05, 42] Y242 371% (17,69
Other 2 1242 §4% {0. 23] 2242 08% (0.1, 3] Y242 12% 103, 386]
(Tolal} | 687242 28.1% 25242 10.3% 93/242_ 38.4%
|Blfurcated ANCURE
Sient! BRY B4% [187,288] 2120 72% (45,109] | 8920 20.7% [254, 3b6.4|
FTA only 15290 52% (29,84] 14200 03% {00,19 16290 55% {32838
Surgical 2 8290 28% (1254} 280 24% 110,49 15290 52% [28,84]
Other 2 1290 03% (0.0.19) /280 07% 101,25 Y200 1.0% {02.30)
(Tatal) | 92/290 31,7% 31290 10.7% 1231290 42.4%
Agricillac EGS
Sent ! 19113 168% {9.9,23.7] | 125113 106.%[4.8,163) 31413 27.4% [192,357)
PTA only 413 35% [0.1,69) 9113 0.0% 10,0.03] 413 35% (01,63]
Surgical? Y113 09% {0.0,26] N3 18% {0:42) Y13 2.7% {60,58]
Othec w113 0.0% {0, 0.03] w113 0.0% {0,0.03] 113 0.0% {0,0.03)
(Total) | 24113 21.2% 14113 12.4% 38113 31.6%

1. Includes some subjects who had PTA or olher non-surgical interventions and sient.

2. Includes Femorto-Femoral Bypass and surgicat revisian. Includes some patients who may have had stenls, PTA, ot
other non-surgical interventions,

3. Inciudes th {ysis, thromb y, and ant [

4. Patients who had interventions p both intraoperatively and postoperatively, were only included in the pastop-

erative data.
§.  Oneof these subjects had one sten! intraoperalively. Another subjec had a surgicat limb attachment intraoperalively,
7. PATIENT SELECTION AND TREATMENT

7.1.  Use in Specitic Populations

See Warnings and Precations ~ Patient Selection and Treatment

7.2. Individualization of Treatment

. The patient must have clearance for undergoing general, regional, of local anesthesia,

. The patient must have at least one femoral or iliac artery permitling access by a 23.5 Fr
(7.8 mm) device.

. Patients treated with the hilurcated grait must have a contralateral femoral artery or ifiac
artery permitling access by a 12 Fr (4.0 mm) device.

. The patient must have an infrarenal nan-aneurysmal neck length of al least 15 mm and
adiameter of no greater than 26 mm.

. Patients treated with a bilurcated graft must have distal segment lengths of at least 20
mm and diameters no greater than 13.4 mm.

. Patients treated with a tube graft must have a distal segment neck length of 12 mm and
diameter of no greater than 26 mm.

. Palients treated with an Aortoitiac graft must have one distal segment length of at feast
20 mm and diameters no greater than 13.4 mm.

. Patients treated with an Aortoiliac gralt must be carefully evaluated prior to the

procedure o determine the need and liming for closure of an iliac arlery to prevent
backflow into the aneurysm sac.
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Itis best if the superior neck does not contain an angle of greater than 60 degrees.

Patients should not have significant femoral/iliac artery occlusive disease that would

impede inflow or outflow through the grafi(s).

Sreoperative evaluation of the donor and recipient femoral arery run-off should be
ane.

7.3. ENDOGRAFT® Vascular Grait Sizing

Note:  The foltowing information is provided as a guide. Final sizing will be deter-
mined based on patient anatomy. Using Table 15, 16, 17, 18, 19 or 20 choose
an appropriate ANCURE graft size based on the preoperative diagnostic tests.
Qver-sizing is not required for these devices.

Table 15. ANCURE Tuhe ENDQGRAFT Vascular Graft Diameter Sizing Guide

Prosthasis Dlametert Maximum Vesse! Hook-to-Haok Leagths?
(mm) Dlameter (mm) {cm)
2 20
) %0 9 'D 16
> 0 (in 1 cm increments)
% 20

1. The gralt size selected is determined by the attachment site requiring the largest diameter.
2 The hoak-to-hook length is the usatile length of the prosthesis. Ta caiculate the length oi the gratt
oaly, subtract 0.6 cm from the haok-ta-hook teagth.

Tahle 16. ANCURE Bifurcated ENDOGRAFT Vascular Grafl
Diameter Sizing Guide

1

Maximym Vesse! Standard Varfahle Haok-te-Haok t
Prosthesis Dlamstert Oiametor Hook-10-Hook Lewgths? (cm}

(Trunk mmyUmb mm) | (Aarla mm /1llac mm) Langths? (cm} {psilateral Coniralataral

/10 20/104 15 13

2/ . 20/114 1218 16 131014

4712 407124 {in 1 em increments) 17 W15

26/13 26.0/134 18 151016

19 161017

The prosthesis diameter is determined by the diameters of the superior neck (tunk) and Inferior {limb) attachments.
The graft size selected is delermined by the attachment site requiring the largest diametet.

2. The hook-to-hook length is the usahie fength of the prosthesis, To calculale the tength of the grakt only, subtract 0.8
o from the hook-{o-hook length on the ipsilateral side and 1.5 cm on the contralateral side
1 The access site (lef or right) must be pre-determined for the variable limb length graft. Always use the side wilh the
longest itiac attachement site as the access site to ensure proper order of ceployment for the long and strort Bmbs of the
Qrat. Failure to observe this precaution may lead to improper sizing of the graft, possibly resttting in the need for
additional medical inlervention, including a conversion lo standard surgical repair.
Tahle 17. ANCURE Aarlalllac ENDOGRAFT Vascular Graft
Diameter Sizing Guide
P it d Maxi Vessal Dlameter | Hoak-1a-Haok Lengths? {cm)
(Trunk mm/Umb mm} {Aarta mm /llac mm}
/10 20.0/104
2/1 20/114 121025
M/ 2407124 {in ¥ om inceements]
%/13 26.0/134
1. The prosthesis diameler is determined by the diameters of the superior neck (lrunk) and inferiar (iimb)
attachment. The graft size selected is delermined by the attachment site requiring the larges! diameter.
2. The hook-to-hook length is the usable length of the prosthesis. To calculate the length of the graft only, sub-
tract 0.8 cm from ihe hook-to-hook length.

Table 18. ENDOGRAFT Trunk and Limb Dimensions (Bifurcated)
Avallatie Truok/ Total Graft Lesgth Trunk Leagth ig Umh | C i Limb
Limt Diametars {hack-te-hook}* (yraft ouly} | Langth (graft only) | Leagth (gralt only)

(mm) (em) {cm) {cm) {cm)
200, 2111, 124 €5 4.7 42
24112, 2613 130 65 5.7 52

140 65 67 62
150 6.5 77 12
16.0 70 82 k2
170 [ 82 17
18.0 90 82 7
19.0 100 82 11

Trunk length plus {imb length plus exposed atlachment system fength.




Table 19. ENDOGRAFT Trunk and Limb Dimensions
(Blfurcated with Varlable Limb Lergths)

Truok
Avaltable | Total Graft Leagth] Leagth Insi(atecal Umb Leagth Cantralateral Limb Loagih
TrookAimb | (hook-ta-hackam]| (graft {grafl anly} {gratt aaly)
Olamatars | Ipsilatoral sida) |  oaly) {cm) {cm)
{mm) (cm}
Tverall Lengih){irunk length- | (Overall Lengij-{trunk length)-
) {Smn™)= @ {10ma ™)
ipsi flimb length contra limb bng
2010, 211, 19x13 65 77
24112, 26113 16x13 70 82 47
16 x 14 7.0 82 5.7
17214 80 82 47
17 x15 80 82 87
18x15 8.0 82 47
18x16 9.0 82 5.7.
19x16 10.0 82 47
18x17 100 82 57

* = distance between superior attachment System hooks and gratt.
** = lenglh of exposed iliac attachment system.

Tahle 20. ENDOGRAFT Trunk and Limb Dimensions (Aortoiliac) o

Availatie TrunkAImb Total Graft Leagth Teunk Leagth ipslfaterat Limb Lergth
Clameters (hook-ta-hoak} {graft caty} {graft caly)
{mm) {em) {cm) (cm)
Thook-to-hook fength)-
{trunk tength}3mm"}-
(5mm=)= ipst limb length
/10,2211, 2402, 2 65 Y

613 13 6.5 57

14 65 6.7

15 6.5 11

16 65 a7

17 65 97

18 [ 3] 107

19 65 1.7

20 65 127

21 65 137

2 €5 147

23 65 15.7

2 0 162

23 80 162

= gistance between superior attachment system hooks and geatt.

8.

* = length of exposed iliac atlachment system.

PATIENT COUNSELING INFORMATION

The following are recommended points to discuss with patients or responsible family members
concerning AAA repair wilh the ANCURE System:

9.

The ditlerences between endovascular repair and standard surgical repair of AAAs and
the possibility of conversion lo standard surgicat repair.
The risks associated with endovascular repair (see Section 5. Adverse Events).
What to expect following the endovascutar repair procedure. The patient may
experience some grogginess, loss of appetite and soreness at the incision site. The
typical patient is back to normal activity within 2 weeks vs. 6 — 8 weeks for standard
surgical repatr. .
Imporance of seeking prompt medical attention if they experience any signs of limb
acclusion ar aneurysm rupture. Signs of graft limb occlusion include pain in the hip(s)
or leg(s} during walking, or discoloration or coolness of the leg skin. Signs of
aneufysm rupture include pain, numbness, weakness in the legs, any back, chest,
abdominal, or grein pain, diziness, fainting, rapid hearibeat, or sudden weakness.
Although routine post-operative follow-up evaluations are recommended for all
patients, the frequancy of recommended fallow-up visits is dependent on the patient

situation and whethe there is any evidence of pertgraft flow. A recommended schedule
is provided in Section 11.5.

The importance of keeping the Patient tmplant Card with them and showing it 1o future
health practitioners, especially if they are undergaing diagnostic procedures (such as MAI).

DETAILED DEVICE DESCRIPTION

The ANCURE Tube System consists of a tubular ENDOGRAFT Vascular Graft packed in the
ANCURE Delivery Catheter (see Figures 1 and 2). The ANCURE Bifurcated System consists of
a bifurcated ENDOGRAFT Vascular Gratt packed in the delivery catheter (see Figures 1 and 3).
The ANCURE Aortoiliac System consists of an ENDOGRAFT Vascular Graft with a single iliac
limb segment packed in the delivery catheter (see Figures 1and 2). The ANCURE Bifurcated
System is alsa packaged with the ANCURE Contralateral Torque Catheter and ANCURE Con-
tralateral Cutter (see Figures 4 and 5).
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Figure 2. Gther Components: ANCURE Tube and Aorfolliac System

Superior Capsule !
Aortic Bafloon
s :
1 | B e ey

x 1 )
S Jacket Guard
Ipsilateral _T tEndograﬂ \_ el Bed

Capsule (inside) Jacket

Figure 3. Other Components: ANCURE Bifurcated System
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10. HOW SUPPLIED

The ANCURE System is supplied STERILE and non-pyrogenic in a sealed pouch. The graft is

housed within the delivery catheter. An implant Data Form and Patient Identification Card are

packaged with each ANCURE System. Complete the information on the Implant Data form and
return to Guidant. Complete the Patient Identification Card and give to the patient. See Wam-
ings and Precautions — Storage and Handling.

11. CLINICIAN USE INFORMATION

11.1. User Training and Experience
The following list presents the skill sets required by the team performing endovascular grafting:

fluoroscopic imaging interpretation;

radiologic interventional skills, i.e.: percutaneous arterial puncture, wire/catheter
passage and exchange into/in the vascular system, selective arterial canaulation,
branch vessel embolization, balloon angioplasty, and stent piacement; and

. selective vascular Dypass procedures.

. arterial cutdown and closure;
. arteriotomy;

. aneriotomy repair;

. catheter angiography;

*

L]

All physicians are required to complete a training program in the use of the ANCURE Systems.
Tralmné] gnd demonstrations wilt be provided for all O.R. personnel and any backup persennel,
as needed.

11.2. Directions for Use: ANCURE® Tube ENDOGRAFT® System
Note:  This is a suggested sequence for the procedure. Variations may be used based

upon patient anatomy and condition. L/ é
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11.2.1. Accessory Device Preparation

«  Useol the ANCURE Expandable Sheath and a marker calheter are recommended.
Prepare the expandable sheath and marker catheter accarding to the instructions for Use
packaged with the devices.

. Prepare inflation devices with 10— 20% contrast, according to the manufacturer’s
instructions.

11.2.2. Patient Preparation
11.2.2.1. Vasculature :

. Compare the labeling on the outer package to the pouch of the ANCURE Defivery
Catheter and confirm graft size.
The ipsilateral commen femoral artery is exposed.
Periorm-an angiogram of the abdominal aorta using the marker catheter from the
ipsilateral side. .

. Select an image from the angiogram run that demonstrates the renal aderies and the

aotic bifurcation, and anatomicalfradiopaque landmarks enabling return lo the correct
position for deployment.

. Draw 3 line on the manitor screen with an erasable marker at the renal arteries, atthe
aortic bifurcation, and anatomical/radiopague landmarks enabling return to the correct
position for deployment. -

. Return 10 live fluoroscopy and afign the radiopaque markers with the lines on the
monitor screen indicating the renal artesies and the aoriic bifurcation.

Caution:  Avoid inadvertent movement of the C-arm, table, image intensifier, or the patient
belween acquiring the angiogram and marking the anatomical radiopaque fand-
marks. This could result ininaccurate placement of the graft due to changes in
parallax.

. Use the markers on the marker catheter to measure {he distance between the renal
: arteries and the aortic bifurcation. :

. Select a graft based on the infrarenal aortic length measurement.
. Remove the marker catheter over a 0.035" (0.89 mm) stiff exchange length guidewire.

11.2.2.2. Sheath(s)

. Introduce the ANCURE Expandable Sheath over the 0.035" (0.89 mm) exchange fength
stiff guidewire in the ipsilateral femoral artery. :

. Apply a water soluble fubricant to the sheath to facilitate insertion.

. Actuate the spting valve while advancing the coaxial dilator system.

. Leave the ditator system fully advanced for one minute so that the folded distal tip of the
sheath is expanded.

. Unlock the dilator ock and retract the inner difator until the sheath tip cover nests on the
outer dilator.

. Tighten the difator tock and remove the dilator system.
. Secure the expandable sheath to the patient with suture, if necessary.

. Attach a pressurized bag of heparinized saline to the flush port on the expandable
sheath.

. Infuse the saline at a controlled rate to prevent backflow of bload through the flush bon.

. An optional 6 Fr (2.0 mm) sheath may be introduced in the contralateraf femoral artery.
This provides access for performing an angiogram at any time during the procedure,
and for positioning a crossover wire from the ipsilateral to the contralateral side for
clear identification of the aortic hifurcation.

11.2.3. ANCURE® Tube System Preparation '

. Flush the ANCURE System with heparinized saline via the flush part to displace air.
Turn the stapcock to the “of” position.
Flush the guidewire port with heparinized saline.

Aspirate air from the aartic balloon with a syringe via the balioon inflation port. Turnthe
stopcock to the “off* position.

11.2.4. ANCURE® Tube System Introduction

. Wet the surface of the jacket with heparinized saline.

. Load the ANCURE Delivery Catheter onto the stiff guidewire. inser the delivery catheter
into the expandable sheath.

. Advance the delivery catheter until the superior aftachment system is in alignment with
a radiopaque marker identifying the rena! arteries.

.

Warning: DQ NOT use excessive force Lo advance or withdraw the detivery catheter when
resistance is encountered as this may damage the vessel or catheter.

Caution:  Exercise particular care in areas of stenasis, intravascular thrombasis, or in calci-
fied or tortuous vessels to avoid vessel injury.

Caution:  Ensure the delivery catheler is advanced into a straight portion of the aorta in
preparation for jacket retraction, as jacket retraction forces are greater when the
delivery catheter is bowed or kinked.

. Attach a pressurized bag of heparinized saline to the flush port on the delivery
catheter handle.

. Infuse the saline at a controlled rate to prevent backfiow of bleod from the
delivery catheter.

. Retract the expandable sheath, as appropriate 1o below the intended infeciar attachment
site. The radiopaque marker on the expandable sheath is used to confirm sheath
focation.
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11.2.5. ANCURE® Tube System Use

. Unfock the Jacket Lock #1 (see Figure 1) by lurning the blue knob one rofation
counterclockwise.

Warning: DO NOT deplay the gratt in a location that may occlude arleries necessary to sup-
ply bload flow to organs or extremities.

e Tofacilitate jacket retraction a vigorous flush with 30-60 cc of heparinized saline is
recammended.
. Retract the jacket.

Warning: Failure to completely retract the jacket wil result in the inability to degloy the
gratt. 1fthis occurs, itis recommended that the ANCURE System be removed via
standard AAA surgery due to exposed superior attachment system hooks.

. Keep the delivery catheter stationary while retracting the jacket.
. Snap the jacket lock into the delivery catheter handle.

Caution: DO NOT re-lock the jacket fock to the main catheter. This wilt prohibit stider
movement. .

Caution:  Alter jacke! retraction, the hooks on the superior attachment system and the supe-
rior capsule edge are exposed. The attachment system frame is not deployed. At
this point, care must be exercised while advancing or retracting the delivery cath-
eter to avoid arterial trauma.

11.2.5.1. Superior Attachment System Depleyment
11.2.5.1.1. Pasitioning

b Ensure that the superior attachment system hooks are In alignment with the radiopaque
markers identifying the renal arteries. :

Caution: Retracting the jacket results in loss of column strength; therefore, it may be diffi-
cult to advance the delivery cathster after jacket retraction. Take care not to refract
the superior attachment system below the target zone.

Caution: i any changes are made in C-arm settings (i.e., fongitudinal movement, angula-
tion of, ar raising or lowering of the image intensifier), another angiogram and
realignment of the radiopaque markers should be performed for accurate place-
ment of the attachment systems.

. Verify acceptable rotalional alignment of the grait

Caution: There is a hole in the jacket guard used during assembly which may be visualized
under fluoroscopy. This should not be used for orientation of the graft during
deployment.

. Filt the inflation device with dilute contrast and attach it to the balloon inflation part
prior to deployment of the superior attachment system.

11.2.5.1.2. Deployment

Caution: A confirmation angiogram may be periormed via the catheter in the contralaleral
iliac artery. The image intensifier should be centered over the renal arteries and
magnified x 2. This technique can minimize parallax errors due 10 the divergent

beam etiect and enhance precise placement of the superior attachment systern.

. Deploy the superior attachment System by removing Pin #2 and retracting the Superior
Pull Ring #2 (see Figure 1). The superior pull ring and its refease wire should be
completely removed.

Warning: DO NOT retract the defivery catheter handie after deployment of the superior
attachment system. Retraction of the delivery catheter could distodge the superior
attachment systern hoaks.

Warning: After deployment of the superior attachment system hooks, the graft can only be
removed in an open surgical procedure.

11.2.5.1.3. Securing

. Unlock the aortic batloon lock.

. Sacure the position of the delivery catheter and retract the tatloon handie until the
working area of the batloon is centered within the superior attachment system.

. Two radiopaque bands in the center of the aortic balloon identify the working area of the
batloon. Place these bands in the center of the atiachment system to ensutre balloan
contact on the hoaks. Take care not to place the working area of the batloon above the
attachment system as this may displace the attachment systern dawnward.

Caution: DO NOT continue to pull the balloon grip if resistance is felt and the inferior
attachment system has not been depioyed. This may prevent deployment althe
inferior attachment system.

Cautlon:  Inflating/defiating the aoriic balloon is similar o placing/removing a cross clamp.
The patient may experience a significant change in arterial pressure.

. Lock the aortic balloon inte position.

. Compare the diameler of the superior aortic neck to the diameler of the superior
attachment system prior to aertic batioon inflation.
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Warning: DO NOT inflate the aoric batloon without using a pressure measurement gauge
such as that included on a ballocn inflation device.

Waming: DO NOT over-inflate the aortic baltoon as this may result in fupture of the proxi-
mal ottic neck. The aorlic balloon and attachment system may be larger than the
aortic neck.

. inflate the aortic batloan for one minute o vesse! profile using a standard inflation
device under fiuorascopic manitoring. Do not exceed 2 atm (30 psi, 200 kPa).
Decrease balloon inflation pressure {0 less than 2 almaspheres it aortic balloon
diameter exceeds diameter of the native artery. Deffate the balloon.

Warning: DO NOT rotate, advance, or tetract the catheter while the aortic balloon is inflated.
DQ NOT over-intiate the aorlic or iliac balloons.

Warning: inadequate anchoring of the graft may result in increased risk of perigralt tiow or
migration.

. Perform three one-minute inflations in the supericr attachment system.
11.2.5.2. Inferior Attachment System Deployment

11.2.5.2.1. Positioning -

. Check the aortic balloon under fluoroscopy fo ensure that the balloon has
completely defiated.

- Assess the graft for twist and averatl length. Twist resofution is achieved by rotating the
entire delivery catheter.

e Actuale the spring valve of the expandable sheath white rotating the defivery catheter to
prevent damage to the hemostatic valve.

. A hand injection of contrast medium through the expandable sheath may ke
administered to identify the aortic hifurcation for accurate placement of the inferior
attachment system.

. Reposition the aadic balloon if necessary. (The warking area of the balloon may no
longer be adjacent to the superior attachment system.)

. Inflate the aortic balloon ta vesse! profile to secure the superior attachment system
while the inferior attachment system is being deployed.

Warning: DO NOT over infiate the aortic balloon as this may resuit in rupture of the proximat
aortic neck. The aortic balioon and attachment system may be larger than the aor-
lic neck.

Warning: DO NOT rotate, advance, of retract the delivery catheter while the aortic balloon i
inflated as damage to the aorta or aortic balloon may QCCUr.

11.2.5.2.2. Deployment

Warning: DO NOT move the defivery catheter handle during stider retraction. Retraction of
the delivery catheter coutd displace the superior attachment hooks.

. Retract the Stider #3 (see Figure 1) to expose the inferiar attachment system.

. Deploy the inferior attachment system by removing Pin #4 and retracting the Inferior
Pull Ring #4 (see Figure 1). The inferior pull ring and its release wire shoutd be
completely removed.

Warning: |f resistance is telt, STOP. DO NQT continue to retract the inferiot release wire.
This may lead to wire breakage and may result in patient conversion to
standard care.

. If resistance is felt when retracting the inferior refease wire,
- verify that pin #4 has been removed,
- deflate and advance the aartic batloon 5 mm, while maintaining the position of the
defivery catheter,
- re-inflate the aortic balloon to secure the supetior attachment system,
- continue refraction with inferior release pull wire #4.

. Ehﬁck the patient's mean arlerlal pressure prior to deflating the aortic
alloan.

. QOeflate the aortic balloon.

11.2.5.2.3. Securing

. Check the aortic batloon under fluoroscopy 16 ensure that the batloon has
completely defiated.

. Retract the entire defivery catheter to align the aortic balloon in the inferior
attachment system.

Warning: DO NOT apply excessive force when retracting the delivery catheter, This may
cause displacement of the superior attachment system hooks or damage to the
delivery catheter resulting in separation of components.

. Gently infiate the aortic batloon for one minute to vesset profile under fluoroscopy to
secure the hooks in the vessel wall.

Warning: DO NOT over-inflate the aortic balloon as this may result in rupture of the distal
aortic neck. The aortic balloon and attachment system may be farger than the aor-
tic neck. The aortic balloon may extend into the common iliac artery. Rupture of
the iliac artery could result.

Warning: Inadequate anchoring of the graft may result in increased risk of perigraft fiow or
migration.
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. Perform three one-minute inflations at the inferior attachment system.

11.2.6. Completian of the ANCURE® Tube System Procedure
11.2.6.1. Remaval of the ANCURE® Delivery Catheter

. Deflate the aortic balloon.
. Remove the delivery catheter, taking care to maintain access of the stiff guidewire within

the grait.

. Prepare the ANCURE Iliac Balloon Catheter according to the Instructions for Use
packaged with the device.

. inflate two iliac balloons, inserted through both grains (kissing batloons), to seat all
interior hooks.

Warning: DO NOT over-infiate the iliac balteon. Over-inflation of the itiac balloon could
result in arteriat trauma.

11.2.7. Post Implant Procedures

. Perlorm a final angiogram to assess the graft position and to document complete
exclusion of the aneurysm,

Caution: A completion angiogram using a power injector must be performed allowmg for
sulficient lime to detect Type Il Endaleaks.

. il no other interventions are required, remave the angiography catheter and
introducer sheaths.

. Maintain wire access until closure.

. Close arteriotomies and cutdowns according to standard praclice.

Caulion:  Although the graft is MRI safe up to 1.5 Tesla static magnetic field at )
540 G/cm field gradient, it may cause minimal artifacts in MRI scans due to dis-
tortion of the magnetic field.

11.3. Directions for Use: ANCURE® Bifurcated
ENDOGRAFT® System

Note:  This is a suggested sequence for the procedure. Variations may be used based
upon patient anatamy and condition.

11.3.1. Accessary Device Preparation

. Use of the ANCURE Expandable Sheath and a marker catheter are recommended.
Prepare the expandable sheath and marker catheter according to the Instructions for Use
packaged with the devices.

. Use of the DualPASS™ Tear-Away Shealh Introducer is recommended. Prepare the
introducer according to the Instructions for Use packaged with the device.

. Prepare inflation devices with 10 ~ 20% contrast, according to the manutacturer’s
instructions.

. Prepare the snare catheter and 12 Fr (4.0 mm) sheath according to the manufacturer's
instructions.

. Prepare the ANCURE lliac Balioon Catheters according to Instructions for Use packaged
with the device.

11.3.2. Patient Preparation
11.3.2.1. Vasculature

Caution:  The access site (left or right) must be pre-detesmined for the variable fimb length
graft. Always use the side with the longest ifiac attachment site as the access site
to ensure proper order of deployment for the fong and short limbs of the gratt.
Failure to observe this precaution may lead to improper sizing of the graft, possi-
bly resulting in the need for additional medical intervention, including a conver-
sion to standard surgical repair.

. Compare the tabeling on the outer package to the pouch of the ANGURE Delivery
Catheter and confirm graft size.

. The comman femoral artery is exposed bilateralty.

. Perform an angiogram of the abdominal aora using 1he marker catheter from the
ipsilateral side.

. Select an image from the angiogram run that shows the renal arteries and the aortic
bifurcation.

. Draw a line on the monitor screen with an erasable marker at the renal arteries, al the
aortic bifurcation, and anatomical radiopague landmarks enabling return to the correct
position for deployment.

. Return to five fluaroscopy and align the radiepaque markers with the lines on the
monitor screen indicating the renal arteries and the aortic bifurcation.

Caution:  Avoid inadvertent movement of the C-arm, table, image intensifier, or the patient
between acquiring the angiogram and marking the anatamical radiopaque fand-
marks. This could result in inaccurate ptacement of the grait due to changes in
paraflax.

. Use the markers on the marker catheter tc measure the distance between the renal
arteries and the aortic bifurcation.

. Select a graft based on the infrarenal aortic length measurement plus the length between
the bifurcation and the predetermined iliac attachment zone.

. Remave the marker catheter over a 0.035" (0.89 mm) stiff exchange length quidewire.



11.3.2.2. Sheath(s)

. Introduce the ANCURE Expandable Sheath over the 0.035" (0.83 mm) exchange length
stiff guidewire in the ipsifateral femoral artery.

. Apply a water soluble fubricant to the sheath to facilitate insertion.

. Actuate the spring vatve while advancing the coaxial dilator system.

. Leave the ditator system futly advanced for one minute so that the folded distal tip of the
sheath is expanded.

. Unlock the dilator lock and retract the inner dilator until the sheath tip cover nests on the
outer dilator.

. Tighten the dilator lock and remove the dilator system.

. Secure the expandable sheath to the patient with suture, if necessary.

. Aftach a pressurized bag of heparinized saline to the flush port on the expandable
sheath.

. Infuse the saline at a controlled rate to prevent backflow of blood through the flush port.
. Introduce a 12 Fr (4.0 mm) sheath in the contralateral femoral artery.

11.3.3. ANCURE® Bifurcated System Preparation

. Fiush the ANCURE System with heparinized saline via the flush port to displace air.
Turn the stopcock to the “off” position. L

. Flush the guidewire port with heparinized saline. -

. Aspirate air from the aortic balloon with a syringe via the balloan inffation port. Turn the
stopcock to the “off* position.

. Flush the guidewire/injection lumen of the contralateral torque catheter with
heparinized saline.

11.3.4. ANCURE® Bifurcated System Intraduction

. Il using the DualPASS Teai-Away Sheath Introducer, backload the introducer aver the
0.035" (0.89 mm) stiff exchange quidewire (refer to the Instructions for Use packaged
with the DualPASS Introducer).

. Introduce a snare in the contralateral sheath and gosition it in the patient's distal aorta.

. Pasitian the loop of the snare near the aortic bifurcation or in the supefior neck rather
than in the aneurysm sac. This can facilitate capturing the contralateral pull-wire. if the
iliac arteries lie in different planes (review CT image of the aortic bifurcation), snaring at
the renal fevel may be easier.

. introduce the delivery catheter's contralateral pull-wire in the patient's ipsilateral side. 1
using the DualPASS Introducer, feed the cantralateral pull-wire through the “MEDIAL"
port.

. Snare the contralateral pull-wire and then pul! it around the aorlic bifurcation and out
the contralateral sheath.

Warning: DO NOT drag the contralateral pufl-wire acress the aotic bifurcation. As the con-
tralateral aperator is puliing the contralateral pull-wire with the snare, the ipsilat-
eral operator should advance the contralateral pull-wire to prevent trauma to the
aortic bifurcation.

. Hold the snare tautly inside the snare catheter ta prevent the contralateral pull-wire from
slipping out of the snare.

. Remove the DualPASS Tear-Away Sheath Introducer, if used.

. Wet the surface of the jacket with heparinized saline.

. Load the delivery catheter onta the stiff guidewire.

Waming: DO NOT use excessive force to advance or withdraw the delivery catheter when
tesistance is encountered 3s this may damage the vessel or catheter.

Caution:  Exercise particular care in areas of stenosis, intravascular thrombosis, or in calci-
fied or tortucus vessels to avoid vessel injury.

. ﬁn&cﬂh a pressurized bag of heparinized saline to the flush port on the delivery catheter
andle.

. lnuése the saline at a controlled rate 1o prevent back flow of blocd from the delivery
catheter.

. Insert the delivery catheter into the expandable sheath.
. Contralateral puil-wire wrap around the delivery catheter is assessed al the bifurcation.

If wrap is present rotate the delivery catheter until wrap is resoived.

- Withdraw the catheter 5 - 8 ¢cm and simultaneously rotate the delivery catheter 180
degrees counterclockwise. Advance the delivery catheter 5 - 8 cm while simulta-
neously rotating the catheter another 180 degrees. H wrap is corrected no further
action is necessary.

- it wrap is unresolved rotate the catheter 180 degrees in a clockwise direction during
wx:’r;drawal and another 180 degrees clockwise during advancement of the delivery
catheter.

. Stowly advance the entire delivery catheler and the pull-wire until the inferiar
attachment systems are superior ta the patient’s native aortic bifurcation while
maintaining orientation of the delivery catheter handle.

Caution:  Ensure the delivery catheter is advanced into a straight portion of the aorta in
preparation for jacket retraction, as jacket retraction forces are greater when the
delivery catheter is bowed or kinked.

. QObserve under fluoroscapy the original paralle! alignment of the stilf guidewire and the
contralateral pull-wire within the jacket. Twist is indicaled when the contralaterat pull-
wite crosses the stiff quidewire.

. Visualize the contralateral pull-wire and the contralateral capsuie as landmarks. Both

mge contralaterat pull-wire and the contralateral capsule should face the contralateral
side.
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. Retract the expandable sheath and, as appropriale, the 12 Fr (4.0 mm) sheath below the
intended inferior attachment sites. The radiopaque marker an the expandable sheath is
used 1o confirm sheath focation.

11.3.5. ANCURE® Bifurcated System Use

. Unlock the Jacket Lock #1 (see Figure 1) by turning the blue knab one rotation
counterclockwise.

. Ptace tension on the contralateral pull-wite.

Caution: It is imporiant to maintain adequate tension on the contralateral puli-wire during
jacket retraction to prevent it from getting entangled with the superior attachment
system.

. Retract the contralateral pull-wire and the jacket simultaneously to uncover the graft.
The superior attachment system hooks are now exposed, but not deployed.

. To facilitate jacket retraction a vigorous flush with 30 — 60 ¢c of heparinized safing is
recommended.

Warning: |f the pull-wire becomes entangled on the superid; attachment system, relieve ten-
sion on pull-wire and continue with jacket retraction to avoid possible displace-
ment of the figure 8. ..

. If the contralateral pufi-wire becomes entangled, insert a fully braided catheler with a
minimum diameter of 0.086" over the contralateral pull-wire to the leve! of the
attachment system.

e lift the contralateral pull-wire off the haoks using the fully braided catheter as a support.

Warning: Failure to completely retract the jacket will result in the inability to deploy the
graft. 1 this accurs, it is recommended that the ANCURE System be removed via
standard AAA surgery due to expased superior attachment system hooks.

. Keep the delivery catheter stationary while retracting the jacket.
. Snap the jacket lock into the delivery catheter handle.

Cautien: DO NOT re-lack the jacket lock ta the main catheter. This will prohibit slider
movement. :

Caution:  After jacket retraction, the haaks on the superior attachment system and the supe-
fior capsule edge are exposed. The attachment system frame is not deployed. At
this point, care must be exercised while advancing or refracting the delivery cath-
eter to avoid arterial frauma.

11.3.5.1. Superior Attachment System Deployment
11.3.5.1.1. Pasitioning

Caution: If any changes are made in C-arm settings (i.e., longitudinal movement, angula-
tion of, or raising or lowering of the image intensifier), another angiogram and
realignment of the radiopaque markers should be performed for accurate place-
ment of the attachment systems.

Warning: DO NOT deploy the graft in a location that may occlude arteries necessary to sup-
ply blaod flow o organs or extremities {e.g., a single, patent internal iliac or
mesenteric artery); pedusion through at feast one internal iliac artery shoutd be
maintained.

. Retract the entite defivery calheter unil the Superior atlachment system hoaks are in
alignment with the radiopaque markers identilying the renaf arteries.

Caution: A confirmation angiagram may be performed via a fiush catheter in the 12 Fr.
sheath in the contralatera! iliac artery. The image intensifier should be centered
over the renal arteries and magnified x 2. This technigue may minimize parallax
errors due to the divergent beam effect and enhance precise placement of the
superior attachment system.

. Verify acceptale rotational alignment of the graft.

Caution: Thereis a hole in the jacket guard used during assembly which may be visualized
under fluoroscopy. This should nol be used for arientation of the graft during
deployment.

. The contralateral pull-wire extension should be parallel with the stiff guidewire.

. Extreme trunk rotation may fesult in the graft limbs cressing in the aneurysm sac. The
limbs crossing in the aneurysm sac may sharten the overall length of the graft and
could potentially affect limb patency.

Caution: Relracting the jacke! results in foss of column strength; therefore, it may be ditfi-
cult to advance the delivery catheter after jacket retraction. Take care nol to relract
the superior attachment system below the target zone.

Caution:  Another angiogram and realignment of the radiopaque markers should be per-
{ormed for accurate piacement of the attachment systems it any changes are made
in G-arm settings, i.e. longitudinal movement, angufation of, of raising ar lower-
ing of the image intensifier.

. Fill the inflation device with dilute contrast and attach it to the balloon infiation port
prior 1o deployment of the superior attachment system.
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11.3.5.1.2. Deployment

Caution: A confirmation angiogram may be performed via the cathieter in the contralateral
iliac artery. The image intensfier shoutd be centered over the renal arteries and
magnified x 2. This technique can minimize parallax errors due lo the divergent
beam effect and enhance precise placement of the superior atiachment syster.

. Deploy the superior attachment system by remaving Pin #2 and retracting the Superior
Pult Ring #2 (see Figure 1). The superior pulf ring and its release wire should be
completely removed.

Warning: DO NOT retract the defivery catheler handle after deployment of the superior
attachment system. Relraction of the defivery catheter could distodge the superior
attachment system hooks.

Warning: After deployment of the superior attachment system hiooks, the gralt can only be
removed in an open surgical procedure. .

11.3.5.1.3. Securing

. Unlock the aortic balioon lock. )

. Secure the position of the defivery catheter and retract the balloon handlé until the
working area of the balloon is centered within the superior attachment system.

. Two radiopaque bands in the center of the aortic balloon identity the working area of
the balloon. Piace these bands in the center of the attachment system to ensure
balioon contact on the hooks. Take care not to place the working area of the ballocn
above the attachment system as this may displace the attachment system downward.

Caution: DO NOT continue o pull the balloon grip if resistance Is feft and the ipsilateral
attachment system has not been deployed. This may prevent deployment of the
ipsilateral attachment system.

Caution:  Inflating/defiating the aortic bafloon is similar to placing/remaving a cross clamp.
The patient may experience a significant change in arerial pressure.

. Lock the aortic batloon into position.

. Compare the diameter of the superior aortic neck to the diameter of the superior
attachment system prior to aortic balloon inflation.

Warning: DO NOT inflate the aortic balloon without using a pressure measurement gauge
such as that included an a balloon inflation device.

Warning: DO NOT over-inflate the aortic balloon as this may result in rupture of the proxi-
mal aortic neck. The aortic balloon and attachment system may be larger than the
aortic neck.

. Infiate the aortic balloon for one minute to vessel profile using a standard inflation
device under fluoroscopic monitaring. 0o not exceed 2 atm (30 psi, 200 kPa).
Decrease balloon inflation pressure to less than 2 atmospheres if aortic balloon
diameter exceeds diameter of the native arery. Deffate the balloon.

Warning: DO NOT rotate, advance, of retract the catheter while the aartic baltoon is inflated.
DO NOT over-infiate the aortic or iliac ballaons.

Warning: Inadequate anchoring af the gratt may result in increased risk of perigraft flow or
migration.

. Perlarm three one-minute inflations in the superior altachment system

11.3.5.2. Contralateral Attachment System Deployment
11.3.5.2.1.  Positioning

. Re-inflate the aortic batloon to vessel profile to secure the superior attachment system
whilg the contralateral attachment system is being deployed.

. Introduce the contralateral torque catheter over the contralateral puti-wire untii the tip of
the torque catheter engages the contralateral capsule barb.

. Tighten the torque catheler's hemastatic vatve over the reinforcement tube of the
contralateral puli-wire.

. Assess the contralateral limb for twist. Twist resolution is achieved by rofating the
torque catheter.

Caution:  The contralateral limb is folded on itsefl when packed into the delivery catheler. To
ensure that the fimb is not deployed in its compressed stale, make a visual check
of the markers on the ENOQGRAFT Vascular Grait limb. The markers should be
evenly spaced.

11.3.5.2.2. Deployment

. Place the pull-wire in the slot on the side of the cutter. Advance the cutter cephalad until
it meets the hemostatic seal of the torque catheter.

. Ahand injection of contrast medium through the-sheath or the ANCURE Contrafateral
Tarque Catheter may be adminislered to identify the internal iliac artery for accurale
placement of the contralateral limb.

. Retract the cutter at least S cm, rotate 90°, then re-advance. The fusion joint should be
reteased. It not, manually remove the free ends of the fusion joint, which may stilf be
attached to the pull wire.

. Under fluoroscopic magnitication, release the contralateral attachment system holding
the contralateral pult-wite fixed while retracting the torque catheter.
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Caution: Care must be taken to maintain access of the pull-wire in the contratateral limb
while removing the contralateral torque catheter.

. Check the patlent's mean arterial pressure prior to deflaling the aorlic
hailoon.

. Deflate the aortic balloon and advance the contralateral pull-wire weft into the graft.

11.3.5.2.3. Securing

o Advance the ANCURE ltiac Balloon Catheter aver the contralateral pull-wire until the
active area of the balioon is within the contralateral aftachment system.

o infiate the balioon to secure the haoks to the vessel wall. f the liac balioon extends
into the edternal itiac artery, fimit inflation pressure to less than 2 atmospheres (30 psi,
200 kPa) (inflate to vessel profile).

Warning: DO NOT over-infiate the iliac bafloon. Over-inflation of the ifiac balloon could
result in arterial trauma.

Warning: Inadequate anchoring of the graft may result in increased risk of perigraft flow or
migration.

. Perform two one-minute balloon inflations to vessel profile. - ...

. Advance the balloon info the graft limb under fluoroscopic magnification to-avoid
dislodging the attachment system.

. Inflate the itiac batloon along the entire fength of the contratateral limb to fully expand
the gratt timb.

. Remove the iliac balloon catheter. Maintain wire access.

11.3.5.3. Ipsiiateral Attachment System Deplayment

11.3.5.3.1.  Positioning

. Check the aortic balloan undes fluoroscopy to ensure that the batloon has completely
deflated.

. Assess the ipsilateral limb for twist. Twist resolution is achieved by rotating the entire
detivery catheter.

. Actuate the spring valve of the expandable sheath while rotating the delivery catheter to
prevent damage to the hemostatic valve.

. A hand injection of contrast medium through the expandable sheath may be
?dnginistered 1o identify the internal iliac arlery for accurate placement of the ipsilateral
imb.

. Reposition the aortic balloon if necessary. (The working area of the balloon may no
longer be adjacent to the superior attachment system).

. infiate the aortic balioon to vessel profile to secure the superior atachment system, in
preparation for ipsilateral limb deployment.

Warning: DO NOT over-inflate the aortic battoon as this may result in rupture of the proxi-
mal aorticknecK The aortic baltoon and attachment system may be farger than the
aortic neck.

Warning: DO NOT rotate, advance, or retract the catheter while the aortic balloan is inflated.

. Retract the sheath, if necessary, to avoid deployment of the iliac attachment system in
the sheath.

11.3.5.3.2. Deployment

Warning: DO NOT move the delivery catheter handle during stider retraction. Retraction of
the detivery catheter could displace the superior attachment hooks.

. Retract the Slider #3 (see Figure 1) to expose the ipsilateal attachment system.
. Deploy the ipsilateral attachment system by removing Pin #4 and retracting the nferiar

Pull Ring #4 (see Figure 1). The inferior pull ring and its release wire should be
completely removed.

Warnlhg: If resistance is felt, STOP. DO NQT continue 1o retract the inferior retease wire.
This may lead to wire breakage and may result in patient conversion to
standard care.

. If resistance is felt when retracting the inferior release wire,
- verify that pin #4 has been femoved,
- deflate and advance the aoriic balloon § mm, while maintaining the position of the
defivery catheter,
- re-infiate the aortic balloon 1o secure the superior attachment system,
- continue retraction with inferior release pull wire #4, and
- deftate the aortic balloon.

11.3.5.3.3. Securing

. ghﬂeck [tjhe aortic balloon under fluoroscopy to ensure that the balloon has completely

eflated.

. Retract the entie delivery catheter to align the aotic balloon in the ipsitateral lliac
attachment system. ! resistance is felt when retracting the delivery catheter ensure that
the aortic batloon is completely deflated and re-attempt removal of the delivery catheter.
If unsuccessiul, the jacket quard may have encountered an area of local stenosis in the
limb. Refer to Section 12.A, Delivery Catheter Removal.

Caution:  Difficulties with delivery catheter removal may be encountered more frequently in
patients that require grats with variable limb lengths.
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Warning: DO NOT apply excessive force when felracting the delivery catheter. This may
cause displacement of the superior a}tachment system hooks of damage to the
dellvery catheter resulting in separation of components.

. Gently inflate the aortic balicon for one minute to vesse! profile under fluorascopy 1o
secure the hooks in the vessel wall.

Warnl}\g: DO NOT over-inflate the aortic balioon in the itiac attachment system. Rupture of
the iliac arlery could result.

Warning: Inadequate anchoring of the graft may result in increased risk of perigraft flow or
migration.

. Perform two one-minule balloon inflations 1o vessel profile.

11.3.6. Completion af the ANCURE® Bifurcated System
Procedure

11.3.6.1. Removal of the ANCURE® Delivery Catheter

. Deflate the aortic balloan.

. Remov;z the delivery catheter taking care to maintain access of the stiff quidewire within
{he graft. _

. Advance the ANCURE lliac Balloon Catheter over the stiff guidewire until the active area
af the balloon is within the Ipsilateral attachment system.

. Inflate the bal{oon to secure the hooks to the vesse! wall.

Warning: DO NOT over-inflate the iliac balioon. Overinflation of the iliac bailaon could
result in arterial trauma.

s Perlorm two one-minute balloon inflations ta vessel prafile.

»  Perform baltoon inflations along the entite fength of the timb to fully expand the graft

. Simultaneous inflation of the graft limbs with balloons (kissing batloons) may-enhance
patency of the limbs. Bifateral ballaon inflation may protect ane limb from compression
that could occur during unilateral balloon inflation.

. Remove the iliac ba!loon(s) leaving both guidewires in place.

11.3.7. Postimplant Pracedures

. Perform a final angiogram from the ipsilateral side to assess the vascular graft position
and to document complete exclusion of the aneurysm. This should be done from the
ipsilateral side over the standard guidewire.

Caution: A completion angiogram using a power injector must be periormed allowing for
sutficient time to detect Type Il Endoleaks.

. it no other interventions are required, remove the angiography catheter, contralateral
pull-wire and intraducer sheaths.

. Following implantation of the bifurcated graft, the following can be perarmed to assess
graft fimb patency: angiography of Intravascular Uttrasound {(IVUS} as well as pressure
gradient measurements.

. Maintain wire access until closure.

. Close arteriotomnies and cutdowns.

Caution:  Although the graft is MRI safe up to 1.5 Tesla static magnetic field at 540 G/cm
field gradient, it may cause minimal artifacts in MRI scans due to distortion of the
magnelic field.

11.4. Directions for Use: ANCURE® Aorloiliac
ENODOGRAFT® System

Note:  This is a suggested sequence for the pracedure. Variations may be used based
upon patient anatomy and condition.

11.4.1. Pre-procedural Anatomical Considerations

. In order to prevent backflow into the aneurysm sac, permanent occlusion of the itiac
artery will be required for most patients. Anatormny shoutd be carefully evaluated prior to
the procedure to determine the appropriate methed and timing for occlusion of the itiac
arlery. This may be accomplished through methods selected by the physician. if
complete atherosclerotic obstruction of the vessel(s) is already present, occluding the
iliac artery may not be necessary.

Note:  Hthe iliac attachment zone is in the external iliac artery, it may be necessary to
embalize the internal iliac artery.

11.4.2. Accessary Device Preparation

Use of the ANCURE Expandable Sheath and a marker catheter are recommended. Pre-

pare the sheath and marker catheter according to the Instructions for Use packaged with

the devices.

= Prepare inffation devices with 10 ~ 20% contrast, according to the manulacturers
instructions.

* Prepare the ANGURE itiac Balloon Catheter according to the instructions for Use pack-

aged with the device.

11.4.3. Patient Preparation
11.4.3.1. Vasculature

. Compare the labeling on the outer package to the pouch of the ANCURE Delivery
Catheter and confirm graft size.

. The ipsitateral common femoral adery is exposed.
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. Perform an angiogram of the abdominal aorta using the marker catheter from the
ipsilateral side.

o Select an image from the angiogram run that demonstrates the renal arteries and the
aortic bifurcation.

. Draw 2 line on the monitor Screen with an erasable marker & the renal arleries, atthe
aodtic bifurcation, and anatomical/radiopaque landmarks enabling return to the correct
position for deptoyment.

. Return to five fluoroscopy and align the radiopaque markers with the lines on the
manitor screen indicating the renal arteries and the aortic bifurcation.

Caution: Avoid inadvertent movement of the C-arm, table, image intensifier, or the patient
between acquiring the angiogram and marking the anatomical radiopaque land-
marks. This coutd result in inaccurate placement of the grait due to changes in
paraliax.

. Use the markers on the marker catheter to measure the distance between the renal
arteries and the aortic bifurcation. :

. Select a graft based on the infrarenal aartic length measurement pius the length between
the bifurcation and the predetermined iliac attachment zane.
. Remove the marker catheter over a 0.035" (0.83 mm) stiff exchange length guidewire.

11.4.3.2. Sheath(s) -
. Idfgrpduce the ANCURE Expandabile Sheath per the instruction for use packaged with the
VICE.

e Anaplional & Fr sheath may be intraduced in the contralateral femoral arery. This
provides access for performing an angiogram during the procedure.

11.4.4. ANCURE® Aorloiliac System Preparation
. Flush the ANCURE System with heFarinized saline via the flush port to displace air.
~ Tumihe stopcock to the "off” position.
. Flush the guidewire part with heparinized saline.

o Aspirale air from the aortic balloon with a syringe via the batloon inflation port. Turn the
slopcock to the “oft” position.

11.4.5. ANCURE® Aortoiliac System Infroduction

e Welthe surface of the jacket with heparinized saline.

. Load the ANCURE Delivery Catheter onto the stiff guidgwire. Insert the delivery catheter
into the sheath.

. g‘ndvqnce the delivery catheler until the superior attachment system is at the renal
erigs.

Warning: 00 NOT use excessive force lo advance or withdraw the delivery catheter when
. resistance is encountered, as this may damage the vessel or catheler.

Caution:  Exercise particular care in areas of stenosis, intravasaular thrombosis, of in calci-
fied or tortuous vessels to avoid vessel injury.

Caution:  Ensure the delivery catheter is advanced into a straight portion of the aorta in
preparation for jackel etraction, as jacket retraction forces are greater when the
delivery catheter is bowed or kinked.

. Attach a pressurized bag of heparinized saline to the flush port on the delivery
catheter handle.

o Infuse the saline at a controlled rate to prevent back flow of blood from the
delivery catheter.

] Retract the sheath, as appropriate to betow the intended inferior atiachment site.

11.4.6. ANCURE® Aortailiac System Use

. Unlock the Jacket Lock #1 (see Figure 1) by turning the biue knob one rotation
counterclockwise.

Warning: DO NOT deploy the graft in 2 focation that will occlude arleries necessary to sup-
ply blood fiow to organs or extremities; perfusicn through at feast one internal
iliac artery should be maintained.

. To facilitate jacket retraction, a vigorous flush with 30 — 60 cc of heparinized saline is
recommended.

. Retract the jacket.

Warning: Failure 1o completely retract the jacket will result in the inability to deploy the
grait. Ifthis occurs, it is recommendedthat the ANCURE System be removed via
standard AAA surgery due 1o exposed superior altachment system hooks.

. Keep the defivery catheter stationary while retracting the jacket.
. Snap the jacket lock into the delivery catheter hand!e.

Caution: DO NOT re-lock the jacket lock to the main catheter. This will prohibit slider
movement.

Caution:  After jacket retraction, the hooks on the supesior attachment system and the supe-
fior capsule edge are exposed. The attachment system frame is not deployed. Al
this point, care must be exercised while advancing or retracting the delivery cath-
eter to avoid arterial trauma.
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11.4.6.1. Superior Attachment System Deplayment
11.4.6.1.1. Positioning

. Ensure that the superior attachment system hooks are in atignment with the radiopaque
markers identitying the renal arteries.

Caution:  Retracting the jacket resulls in foss of column strength; therelore, it may be diffi-
cult to advance the delivery catheter after jacket retraction. Take care not {o retract
the superior attachment system below the targel zone.

Cautian: ff any changes are made in C-arm settings {i.e., longitudinal movement, anguta-
tion of, or raising or lowering of the image intensifier), anather angiogram and
realignment of the radiopaque markers should be perfarmed for accurate place-
ment of the attachment systems.

. Verify acceptable rotational alignment of the graft

Cautian:  There isa hole in the jacket guard used during assembly which may be visualized
ggd‘er fluoroscopy. This should not be used for orientation of the gratt during
ployment.

Cautien:  Another angiogram and realignment of the radiopaque markers should be per-
formed for accurate placement of the attachment Systems if any changes are made
in C-arm settings, i.e. longitudinal movement, angulation of, or raising or lower-
ing of the image intensifier.

. Fill the inflation device with dilute contrast and attach It 1o the bafloon inilation port
prior to deplayment of the superior attachment system.

11.4.6.1.2. Depigyment

. Deploy the superior altachment system by removing Pin #2 and retracling the Superior
. Pull Ring #2 (see Figure 1). The superior pull ring and its release wire should be
completely removed.

Warning: DO NOT retract the delivery catheter handle after deployment of the superior
attachment system. Retraction of the delivery catheter could dislodge the superior
attachment system hooks.

Warning: After deployment of the supériur attachment system hooks, the graft can only be
removed in an open surgical procedure.

11.4.6.1.3. Securing

. Unlock the acrtic balloon tock.

. Secure the position of the defivery catheter and retract the balioon handle until the
working area of the balioon is centered within the superior attachment system.

. Two radiopague bands in the center of the aotic batloan identify the working area of the
palloon. Piace these bands in the center of the attachment system to ensure ballocn
contact on the hooks. Take care not to placs the working area of the balloon above the
attachment system as this may displace the attachment system downward.

Caution: DO NOT continue to puli the balioon grip if resistance is feit and the inferior
altachment system has not been deployed. This may prevent deployment of the
inferiar attachment system.

Caution:  Inflating/deflating the aortic balloon is similar to placing/removing a ¢ross clamp.
The patient may experience a significant change in arterial pressure.

. Lack the aortic balleon into position.

. Compare the diameter of the superior aortic neck to the diameter of the stperior
aftachment system prior to aottic balioon inflation.

Warning: DO NOT inflate the aortic batloon without using a pressure measurement gauge
such as that included on a balioon inflation device.

Warning: DO NOT over-inflate the aortic balloan, as this may result in rupture of the proxi-
mal aomckneck. The aartic balloon and attachment system may be larger than the
aortic neck.

. Intlate the aortic balloan to vesse! profile under fluoroscopic monitoring using a
standard inflation device. Do not exceed 2 atm (30 psi, 200 kPa). Decrease balloon
inflation pressure to less than 2 atmaspheres if aorlic baloon diameter exceeds
diameter of the native artery. Deffate the batloon.

Warning: DO NOT rotate, advance, or retract the catheter while the aodic balloon is inflated
gsltljamage to the aorta or aortic balloon may occur. DO NOT aver-inflate the aortic
alfoon.

Warning: Inadequate anchoring of the graft may resultin increased risk of perigrafl flow or
migration.

. Pertorm three one-minule inflations in the superior attachment syslem.

11.4.6.2. Ipsilateral Attachment System Deployment
11.4.6.2.1. Pgsitioning

. Chff[:ck the aortic baltoon under fluoroscopy ta ensure that the balloon has completely
deflated.
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Warning: DO NOT rotate, advance, of retract the catheter while the aodic balicon is inflated
as damage to the aorta or aortic bafloon may eccur. DO NOT over-infiate the aorlic
balloon.

o Assess the grafl for twist and overall iength. Twist resolution is achieved by rotating the
entire delivery catheter.

o Actuale the spring valve of the sheath while rotating the delivery catheter to prevert
damage to the hemostatic valve.

e Recanfimm location of the internal ifiac artery priof to deployment of the inferior
attachment system.

. Ahand injection of contrast medium through the sheath may be administered ta identify
the internal iliac artery for accurate ptacement of the ipsilateral timb.

. Reposition the aortic balloon if necessary. {The working area of the balloon may no
longer be adjacent to the superior-attachment system.)

. Inflate the aortic batlaon to vessel profile to secure the superior attachment system
while the ipsilateral attachment system is being deployed.

Warning: DO NOT over inflate the aortic bafloon as this may result in ruplure of the proximal
aorlic nect The aortic balloon and attachment system may be farger than the
aortic neck.

Warning: DO NOT rotale, advance, or relract the defivery catheter while the agrtic palloon is
inftated as damage to the aorta o aortic balloon may occur.

Warning: Acute occlusion of both intemat iffac arteries could cause ischemic complications
in the pelvis.

. Retract the ANCURE Expandabile Sheath, if necessary, to avoid deployment of the iliac
attachment system in the sheath.

11.4.6.2.2. Deployment

Warning: DO NOT move the delivery catheter handle during stider retraction. Retraction of
the delivery catheter could displace the superior attachment hooks.

. Retract the Slider #3 (see Figure 1) 10 exposs the ipsilateral attachment system.

. Deploy the ipsilateral attachment system by remaving Pin #4 and etracting the Inferior
Pull Ring #4 (see Figure 1). The inferior pull ring and its release wire should be
completely removed.

Warning: | resistance is felt, STOP. DO NOT continue to retract the inferior release wite.
This may lead to wire breakage and may result In patient conversion to
standard care.

. 1 resistance is felt when retracting the inferior refease wire,
- verify that pin #4 has been removed,
- deflate and advance the aorlic baltcon § mm, white maintaining the position of the
defivery catheter,
- re-inflate the aortic balloon to secure the superior attachment system,
- continue retraction with inferior release pull wire #4,

. Ehﬁnk the patient’s mean arlerial pressure prior to defiating the aortic
allgon.

. Deflate the aortic balioon.

11.4.6.2.3. Securing
. Check the aortic batloon under fluorascopy to ensure that the balloon has
completely defiated.

. Retract the entire delivery catheter to align the aadic balloon in the ipsilateral iliac
attachment. 1f resistance is felt when retracting the detivery catheter, ensure that the
aartic balloon is completely defiated and re-attempt remaval of the delivery catheter. If
unsuccessful, the jacket guard may have encountered an area of local stenosis in the
limb. Refer to Section 12.A, Delivery Catheter Removal.

Warning: DO NOT apply excessive force when retracting the delivery catheter. This may
cause displacement of the superior attachment system hooks or damage ta the
delivery catheter resulting in separation of components.

. Gently infiate the aortic balloon lor one minute under fluorescopy to secute the hooks
in the vessef wall.

Warning: DO NOT over-inflate the aortic baltoon in the iliac attachment system. Rupture of
the iliac artery coutd result. .

Warning: Inadequate anchoring of the graft may result in increased risk of perigraft flow or
migration. .

. Perform two one-minute balloon inflations 1o vessel profile.

~ 11.4.7. Compietian of the ANCURE® Acrioiliac System Procedure
11.4.7.1. Remaoval of the ANCURE® Dellvery Catheter

. Deflate the aortic balloon.

. l?]emov;: the delivery catheter, taking care to maintain access of the stiff quidewire within
the grafl.
e Advance the ANCURE liiac Balloon Catheter over the stiff guidewire until the active area
} of the balloon is within the iliac attachment system.
. Inflate the batlaon ta secure the hooks to the vessel wall. If the iliac balloon extends
into the external iliac artery, limit inflation pressure and inffate o vesset profile.

27



Warning: DO NOT over-infiats the iliac balloon. Over inflation of the iliac baltoon could
result in atterial trauma.

. Perform two one-minute balloon inflations to vessel profile.

. Advance the balloa into the graft imb under fiuoroscopic magnification ta avoid
dislodging the attachment system.

. Pertorm balloon inflations along the entire length of the fimb to fully expand the graft

. Remove the iliac balloon leaving the stiff guidewire in place.

11.4.8. Adjunctive Procedures

. Perform the femorofemoral bypass procedure according to standard practice, restoring
fiow to the ipsilateral and contralaterat limbs at the appropriale imes. Perlorm one of
the foliowing procedures to prevent backflow into the aneurysm sac and to maintain
adequate pelvic circulation:

- il the ipsitateral internal ifiac atery remains patent, occlude either the contralateral
gommon ifiac artery or the contralateral external and internat iliac arteries.
A

- if the ipsifateral intemal ilfac artery is no longer patent, oéclude the cantralateral com-
mon iliac artery.

11.4.9. Post Implant Pracedures

. Perform a final angiogram to assess the gratt position and to document cornnplete
excluslon of the aneurysm. Assess patency of the femorafemoral bypass.

Cautlan: A completion angiogram using a power Injector must be performed aflowing for
sulficient time to detect Type !l Endoleaks.

. ghnu tgt(h:;.r interventions are required, remove the angiography catheter and introducer
eath(s).
. Following implantation of the gratt, the following can be performed to assess graft limb
" patency: angiography of Intravascular Ultrasound (IVUS) as well as pressure gradient
measurements.
. Maintain wire access until clasure.

. Close aderiolomies and cutdowns accarding to standard practice.

Caution:  Although the graft is MRI safe up to 1.5 Testa static magretic field at 540 G/cm
field gradient, it may cause minimal artifacts in MR! scans dus to distortion of the
magnetic field.

11.5. Suggested Patient Follow-up

Note:  This is a suggested follow-up protocol. Actual follow-up should be based on
the condition of the individual patient.

The lollowing diagnostic radiological evaluations should be used to assess the efficacy of
endovascuiar AAA repair:

. Contrast enhanced Computed Tomography Scan (CT) should be used to assess the
diameter of the aneurysm sac, the presence of perigraft flow, and graft migration.

. Duplex Ultrasound (US) af the aorto-iliac vessels may also be used to assess the
presence of perigraft flow and the diameter of the aneurysm sac. US may be more
technician dependent and, therefare, less reproducible than CT for measuring the
diameter of the aneur%sm sac. US shauld only be used exclusively in patients for whom
iodinated contrast enhanced CT is contraindicated.

. Abdominal X-ray should be used to assess the integrity of the aftachment system and
any movement of e gralt relative to bony landmarks. It is recommended to acquire
both a frontal {AP) view and both ohiiques (LPO and RPQ at 30 degrees) as well as &
lateral view centered on the iliac crest with the patient lying in the supine position.
{Care must be 1aken to avoid paraliax by centering all films at the same position.

. Compare follow-up X-ray and CTs to films obtained at discharge to assess for the
movement of the grait relative to bony {andmarks or within the vasculature.

. Angiography is not part of standard fallow-up, but may be useful based on patient condition.

. It a contrast CT is contraindicated, an MRI or MR Angiography may be useful.

. Use US 1o assess the patency of any femoro-femoral bypass graft used in conjunction
wilh the Aortoitiac graft.

The following follow-up schedule is suggested for patients without evidence of pedgralt flow:

Tatle 21. Suggested Follow-up Schedule
{or Palients Without Evidence of Perigraft Flow

Tima Postoparativa
Olagnastic Tast
0-70ays 6 Manths Aanually

Contrast CT £ X X
Duplex US X X X
Abdominal X-rays X X X
Fem-fem US X
(Aortailiac only)

1. US required enly when contrast enhanced CT is contrindicated
The following follow-up schedule is suggested for patients with evidence of perigraft flow and

should be continued for at least 6 moaths after the flaw resolves, at which time the schedute for
patients without perigratt flow can be foliowed.
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Tahie 22. Suggested Folfow-up Schedule
for Patients With Evidence of Perigralt Flow

Time Pustoperative
Dlagnastic Tast
0-70ays Every § months Annsaily

Conlrast TT X X

Duplex US X ]

Abdominal X-rys X x

Fem-femn US X
{Anctolliac oaty)

1. US required only when cantrast enhanced CT is contraindicated
2. After 6 month visit, only required annually thereatter

Note:  Please return alf explanted gralts ta Guidant for analysis.. Call Guidant Cus-
tomer Service for an explant kit.

. Describe the fixative
. Include patient history and summary
. Include full shipping address

12. TROUBLESHOOTING SUGGESTIONS

CONTENTS:
A.  Delivery Cathieter Remaoval Issues
8.  Endoleaks

B.1 Type | (Attachment Site)

C. Reduced Limh Flow
C.1 Focal limb twist
C.2 Redundant graft material .=
G.3 Kinked graft limb
C.4 Limb occlusion

A.  Delivery Catheter Remaval issues

Materials required:

. Sterile Wire Cutter: Heavy wire culters or equivalent, such as bone snips.

. Sheath Introducer: 11F minimum ID sheath introducer, minimum 45 cm fength.
. Floppy tip 0.035° {0.89 mem) quidewire.

Steps:

. Deflate the ANCURE aartic battoon.

*  Withdraw the 0.035" (0.89 mm) stiff exchange tength guidewire Irom the ANCURE
delivery catheter.

. Use sterite wire cutters to cut the ANCURE Iarge hypotube close to the balloon grip (see
Figure 6). Remove the delivery catheter, {eaving the quadiumen in place. Grasp and
secure the quadlumen as soon as it is exposed. All that remains jn vivo s the
quadiumen with jacket guard and acrtic balloon (See Figure 7). ’

Figure 6
Cut large

hypotube
raund)

Do not cut
extension bar
{square)

. Reinsert the 0.035" (0.89 mm) stift quidewire in the quadlumen.

Caution:  Maintain controf of the quadiumen during all manipulations to avaid
cephalad migration.

*  Advance the sheath introducer over the quadiumen and position the sheath infroducer
tip inside the ipsilateral graft limb as close to the jacket quard as possible, while
observing the position of the ipsilateral attachment system under fluoroscopy.
Magnification Is recommended for best observation.

Caution:  Take care not to dislodge the ipsilateral attachment system. This could result in
damage 1o the attachment system, inability to achieve seal or inability to
gain access.

. The sheath introducer may be used to push the jacket guard cephalad to allow room for
a floppy tip 0.035" (0.83 mm) guidewire.
. insert a floppy tip 0.035" (0.89 mm) quidewire into the sheath introducer, beside the
quadiumen and 1nside the ipsilateral graft limb. Verify that the floppy tip quidewire is
inside the ipsitateral graft limb.
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. Withdraw the sheath infroducer.

. Advance an appropriaiely sized batloon catheter, such as the ANCURE fliac Balloon
Catheter, aver the guidewire next to the quadiumen while abserving the pesition of the
ipsilateral attachment system under fluoroscopy. Magnification is recommended for
best observation.

Caution:  Take care not to dislodge the ipsitateral attachment system. This could result in
damage to the attachment system, inability to achieve a seal or Inability to gain
aceess.

. Position the iliac balloan balow and as ciose to the jacket guard as possible, inside the
ipsilateral graft limb. Inflate the iliac balioan to vessef prafile to create space for the
jacket guard. Do not exceed 2 atm {30 psi, 200 kPa).

Warning: DO NOT over-inflate the ifiac balioon. Over-inflation of the iliac bafloon could
result in arterial trauma.

Warning: DO NOT inflate the iliac balloan in a position alongside the jacket guard as this
could result in arterial trauma.

. Alternate Jacket guard retraction with balloaning the ipsilateral limb as needed until the
jacket guard is fully withdrawn. Remave the floppy tip 0.035" (0.8 mm) guidewite;
leave the 0.035" (0.89 mm) stiff quidewire in place. -

Figure 7

ANCURE aortic balloon

Jacket guard

Quadiumen

{liac batloon catheter

. Resume ANCURE proceduie within Section 11.3.6.1, al the step, “Advance the ANCURE
Itiac Balioon Catheter over the stiff guidewire.” ¢

B.  Type | Endaleaks (Atachment Site)

. Re-batloon the superior attachment system using 2 ballaon appropriately sized to the
superior neck diameter.

. Warning: DO NOT over-inflate the aortic bailoon as this may result in rupture of the proxi-

mal aortic neck. The aortic balloon and attachment system may be larger than the
aortic neck.

. Use twa ifiac balloons lo perform the kissing balloon technique in the tube inferior
- allachment system to increase the potential for balioon contact on alf hooks.
. Center the batloon(s) within the attachment frame as well as at the haoks.

. Ii}lev;zrsEl of systemic anticoagulation may promate thrombus formatian at the site of
e leak.

Warning: DO NOT aver-infiate the iliac balloon. Over-inflation of the iliac balloon could
fesult in arterial trauma.

. Clinical investigators have piaced a stent(s) into the graft {imb to aide in graft limb to
vesse! apposition.

Warning: The safety and effectiveness of a stent within a graft has not been established.
C. Reduced Limb Flow
Warning: The safety and effectiveness of a stent within a graft has not been established.

C.1  Facal limh twist
. Inflate iliac baltoan in the area of restricted flow.
. Clinical Investigators have used stents in graft fimbs to treat restricted flow.
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Redundant gratt material ) .
Infiate iliac bafioon in area of restricted flow to “iron" redundant gratt material.

Clinical tnvestigatars have used stents In graft limbs lo treat restricted flow.

Kinked graft limb
Inflate #liac batloon in area of restricted flow.
Clinical Investigatars have used stents in graft limbs 1o treat restricted flow.

Limb occlusion o .
Limb occlusions, although rare, were successiully treated in the clinical study with the
usual interventional techniques including administration of a thrombolytic agent,
thrombectomy, angioplasty, and stents.

MATERIALS, STORAGE, AND HANDLING

13.1. Storage and Handling

Handle with care.
Store at room lemperature.
Avoid extremes of humidity.

13.2. List of Materials

REQU!RED: -

* & 0 06 8 0 0 0

ANCURE ENDOGRAFT System with an appropriately sized ENDOGRAFT® Vascular
Prosthesis.

Marker Catheter,

ANGURE lliac Balloon Catheter, or equivalent.

Heparinized saline.

1V Heparin.

Pressure bags.

0.035" (0.83 mm) stiff, exchange-length guidewire.

0.035" (0.89 mm) standard quidewire.

Inflation device:

Appraximately 20 — 30 ml of inflation volume is required for aartic balloon inflation,
depending upon diameter.

Guiding catheter, fully braided 0.086" {2.18 mm) 1.0,

Intravascular snare.

Difute contrast (10 — 20%) for balloon inflation.

Fluoroscopy.

Torquable guidewire.

Standard surgical instrumentation in the event open AAA procedure is required.

SPECIFICALLY REQUIRED FOR THE ANCURE BIFURCATED SYSTEM:

20 cc capacity inflation device is required for iliac bailoon inflation.
12 Fr (4 mm) intraducer sheath for contratateral access.

RECOMMENDED MATERIALS (OPTIONAL):

ANCURE Expandable Sheath.
DualPASS™ Tear-Away Sheath Introducer (bifurcated only) .
Introducer Sheath 6 Fr (2.0 mm) or 7 Fr (2.3 mm) (1ube only).
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